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The Standing Committee on Health 
has the honour to present its 
FIFTH REPORT 
Pursuant to Standing Order 108(2), the Standing Committee on Health undertook a study of the state 
of organ and tissue donation in Canada. 


It has heard evidence from a wide range of witnesses affected by, interested in, and involved with 
organ and tissue donation and transplantation in Canada. 


Your Committee adopted the following report with 18 recommendations, which reads as follows: 
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ACHS — Federal/Provincial/Territorial Advisory Committee on Health Services 
CAT — Canadian Association of Transplantation 

CBS — Canadian Blood Services 

CCHSA — Canadian Council on Health Services Accreditation 

CCOHTA — Canadian Coordinating Office for Health Technology Assessment 
CCRB — Coordinating Committee on Reciprocal Billing 

CCU — Critical Care Unit 

CGS — Canadian General Standard for Safety of Organs and Tissues for Transplantation 
CIHI — Canadian Institute for Health Information 

CIHR — Canadian Institutes for Health Research 

CORR — Canadian Organ Replacement Register 

CMA — Canadian Medical Association 

CSA — Canadian Standards Association 

CTS — Canadian Transplantation Society 

EEG — Electroencephalogram 

F Pre — Federal/Provincial/Territorial 

HC — Health Canada 

HPB — Health Protection Branch 

ICU — Intensive Care Unit 

LCDC — Laboratory Centre for Disease Control 


MRC — Medical Research Council 


NCC — National Coordinating Committee on Organ and Tissue Donation and Distribution 
ONT — “Organizacién Nacional de Trasplantes” 

OPO — Organ Procurement Organization 

OPTN — Organ Procurement and Transplantation Network 

OSC — Organ Sharing Canada 

pmp — per million population 

TPP — Therapeutic Products Programme 

UBMDR — Unrelated Bone Marrow Donor Registry 


UNOS — United Network for Organ Sharing 


GLOSSARY 
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ACCOUNTABILITY — Being obliged to answer for one’s actions, to an authority that may 
impose a penalty for failure. 


ALGORITHM — A step-by-step procedure for solving a problem or accomplishing some end, 
especially by a computer. 


ALLOCATION — The process of determining the most appropriate recipients of donated organs 
and tissues, frequently used as synonymous with sharing. 


ALLOGRAFT — A transplant between members of the same species. 


ANGIOGRAPHY — A radiographic technique where a substance is injected into a blood vessel for 
the purpose of identifying its anatomy by X-ray. 


AUTOGRAFT — A transplant from one location in an individual to another location in the same 
individual, usually bone or skin. 


BANK — A supply of human tissues or other materials, such as blood, skin, or sperm, held in 
reserve for future use. 


BONE MARROW — The soft tissue found in the inner cavity of bones; it is responsible for the 
production of blood cells (see stem cells). 


BRAIN DEATH — Total cessation of brain function as manifested by the absence of 
consciousness, spontaneous movement, absence of spontaneous respiration, and absence of all 
brainstem functions. 


CADAVERIC — Referring to a dead body. 
CORD BLOOD — Refers to placental cord blood. 
CORNEA — The clear tissue covering the front of the eye, which allows light to enter. 


CRITICAL CARE — Critical healthcare provided to a critically ill patient during a medical 
emergency or crisis. 


DATABASE — A collection of data arranged for ease and speed of search and retrieval. 


DECOUPLE — Introduction of the concept of donation, by a professional not associated with 
transplantation, only after the family has had time to absorb the reality and finality of brain death. 
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DONOR — The individual from whom the organ or tissue is removed, either living or cadaveric; 
the three categories of ‘donor’ referred to within the context of this report, are: 


INTENDED DONOR — An individual who has expressed a desire, or intention, to become an 
organ or tissue donor upon death, or, when appropriate during life. 


POTENTIAL DONOR — An individual identified within a healthcare facility as being 
appropriate to pursue as an organ or tissue donor. 


ACTUAL DONOR — An individual from whom at least one organ or tissue has been 
procured, allocated and transplanted. 


DONOR REGISTRY —A database of individuals who have given consent to become organ 
donors in the eventuality that they might become a candidate. 


EGG — Female reproductive cell, also called the ovum. 


ELECTROENCEPHALOGRAM — A diagnostic technique which measures the electrical 
activity of the brain, 1.e., the brain waves. 


EMBRYO — The developing organism from about two weeks after fertilization to the end of the 
seventh or eighth week. 


FEDERAL — Relating to matters under the authority of the central government of the federation 
formed by a compact among constituent political units. 


INFORMED CONSENT — The agreement of a person (or his or her legally authorized 
representative) to submit to any medical procedure, in full knowledge of all procedures and 
requirements as well as possible risks and benefits entailed. 


INTENSIVE CARE — Advanced and highly specialized care provided to medical or surgical 
patients whose conditions are life threatening and require comprehensive care and constant 
monitoring, usually administered in specially equipped units of a healthcare facility. 


INTENSIVIST — Physicians who practise intensive care medicine. 


ISCHEMIA — Low oxygen state usually due to obstruction of the arterial blood supply or 
inadequate blood flow leading to hypoxia in the tissue. 


ISCHEMIC TIME — The interval between discontinuation of blood flow to the organ within the 
donor to re-establishment of the blood flow to the organ within the recipient. 


ISLETS — That portion of the pancreas that produces insulin, also called the Islets of Langerhans. 


NATIONAL — Relating to matters crucial to the country as an organized whole; where divided 
authority but shared concerns lead to joint action by several governments and interest groups. 
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NON-REGENERATIVE — Without the capacity to regenerate. 


ORGAN — A group of tissues in a living organism that have been adapted to perform a specific 
function. 


OVUM — The female reproductive cell, also called the egg. 
PANCREAS — The organ responsible for the production and secretion of insulin. 


PRESUMED CONSENT — The system by which consent to donate is presumed unless a person 
has expressly indicated otherwise during his/her lifetime, the opting-out system. 


PROCUREMENT — The process of obtaining organs and tissues. 
RADIONUCLIDE — A radioactive element or substance. 

RECIPIENT — The individual who receives the donated tissue or organ. 
REGENERATIVE — The capacity to regenerate, to produce anew. 
REGISTER — A formal or official recording of items, names or actions. 
REGISTRY — A place for registering, or a place where official records are kept. 


REJECTION — Refers to the immunological process of sloughing off, or attacking, foreign tissue 
or an organ by the recipient organism. 


RENAL — Having to do with the kidney. 


REQUIRED CONSENT — The system by which persons wishing to donate organs or tissues must 
express their wishes during their lifetime, the opting-in system. 


REQUIRED REFERRAL — An obligation for all healthcare professionals to report all brain 
deaths, or imminent brain deaths, to an OPO. 


REQUIRED REQUEST — An obligation to approach the families of all identified brain dead 
patients and inquire about organ/tissue donation. 


SCINTIGRAPHY — A diagnostic technique which produces a two-dimensional image of a 
desired anatomical structure or region with the use of radionuclides. 


SOLID ORGANS — These include heart, lungs, kidneys, pancreas and liver. 
SPERM — The male reproductive cell. 


STEM CELLS — Cells that give rise to a lineage of cells; particularly used to describe the most 
primitive cells in the bone marrow from which all the various types of blood cells are derived. 
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TISSUE — A group of structurally and functionally similar cells and their intercellular material. 


TISSUE ENGINEERING — Growth of human organs or tissues in the laboratory from cells 
removed from the patient. 


TRANSPLANTATION — Refers to a section of tissue or to a complete organ that is moved and 
implanted in another part of the body or in another body. 


VASCULARIZATION — The growth of blood vessels into a tissue to improve the oxygenation 
and nutrient supply. 


VENTILATOR — A machine that mechanically assists patients to breathe (sometimes referred to 
as artificial respiration). 


VIABLE — Capable of functioning once removed from its original position. 
XENOTRANSPLANTATION — Grafting of animal tissues or organs into humans. 


ZYGOTE — A single cell resulting from the fusion of male and female gametes (egg and sperm) at 
fertilization. 
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CHAPTER 1 


INTRODUCTION 


Several events promoted the House of Commons Standing Committee on Health to undertake 
this study of the state of organ and tissue donation in Canada. Motion 222, presented by Keith Martin, 
Member of Parliament for Esquimalt — Juan de Fuca, proposed four steps to address Canada’s 
organ donation problem and received the unanimous endorsement of the House of Commons on 
October 9, 1997. Subsequently the Committee asked for a progress report from the Department of 
Health on steps taken to address the concerns raised by Motion 222. When Health Canada officials 
appeared on November 24, 1998 to provide the report, the Committee also received a letter from the 
Honourable Allan Rock, Minister of Health, requesting its advice on the appropriate role for the 
federal government in addressing this issue. 


Committee members agreed to the Minister of Health’s suggestion and adopted the following 
terms of reference proposed by him for the study: 


A To consult, analyze and make recommendations regarding the state of organ and tissue 
donation in Canada; 


# To consult broadly with stakeholders, including, but not limited to, provinces, transplant 
centres, medical personnel, patients, families, organ and tissue retrieval organizations and 
international experts; 


# To consider the appropriate role for the federal government in the development of national 
safety, outcome and process standards for organ and tissue donations, as well as in the 
promoting of public and professional awareness and knowledge regarding organ and 
tissue donation, procurement and transplantation; and 


# To consider the legislative and regulatory regimes governing organ and tissue donations in 
other countries. 


In setting their work plan for this study, committee members were sensitive to the need for 
immediate action. As a result, it was decided that the Committee should work at an accelerated pace. 
The Committee adopted a plan that allowed for two months of public hearings, when it heard from 
over 100 individuals. In addition, it received written briefs from other individuals and organizations. 
These witnesses represented the full spectrum of those involved in the process including, but not 
limited to, researchers, ethicists, individuals involved in the procurement, banking and 
transplantation of organs and tissues, governmental officials, as well as individual recipients and 
family members of recipients or donors. Committee members are most grateful to all the 
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international witnesses and to the Canadians who demonstrated their commitment to improving 
organ and tissue donation in Canada by adjusting their demanding schedules and for providing frank 
and comprehensive testimony. 


CHAPTER 2 


OVERVIEW 


The Committee heard considerable evidence during the public hearings about the current 
Situation in relation to organ and tissue donation and transplantation nationally and 
internationally. It learned about the profile of donors and recipients, about the numerous organs and 
tissues that must be considered, about the multiple organizations, facilities, and healthcare 
professionals, and about the diverse roles of provincial governments. All of this was crucial to the 
Committee’s primary goal of understanding the appropriate role for the federal government in this 
area. The following sections provide an overview of the donor and recipient profile, the key organs 
and tissues as well as the primary governmental, non-governmental and international participants 
pertinent to understanding the existing status of donation and transplantation in Canada. 


A. DONORS AND RECIPIENTS 


The Committee was aware from its inception that the most significant players in the donation and 
transplantation process are the donors and the recipients. Members listened carefully to the personal 
stories of individuals and families, which contributed greatly to the understanding of the issue. 
Current data suggests the following about organ donors and recipients; little is known about tissue 
donors and recipients. 


I. Donors 


A brief profile of cadaveric donors (438 in 1996) suggests that most were multi-organ donors 
(79.1% in 1996). Of the single organs, kidneys were the most frequently donated, followed by livers, 
hearts and lungs. The most common cause of death for organ donors (48%) is an intracranial event 
such as a cerebral bleed. Traumas such as motor vehicle accidents or gunshot wounds account for 
approximately 33% of donor deaths. The average age of a cadaveric donor is between 34-38 years. 


2. Recipients 


The most common transplant recipient is a middle-aged Caucasian male. Of recipients, 87% are 
between 18 and 64 years of age and 65% are male. Males constitute 84% of heart transplant 


recipients. 


x Individual terms, bolded in this fashion, can be found in the Glossary. 
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B. ORGANS AND TISSUES 


Witnesses spoke about the many organs and tissues that can be donated and used for 
transplantation. Organs that can be transplanted include kidney, liver, pancreas, heart, lung, and 
bowel. Tissues include blood, cornea, bone marrow (as a source of stem cells), stem cells, cord 
blood (as a source of stem cells), islets, skin, sperm and eggs. The processes for procurement, 
storage and transplantation of these organs and tissues vary. The following sections provide 
additional information on the number of organ and tissue transplants, sources of donated organs, and 


procured tissue banks. 


I. Organs 


The greatest transplant activity involves kidneys, mostly as a result of diabetes and congenital 
defects. Kidney failure is unique among organ failures in that dialysis can sustain patients awaiting 
transplant; no such therapy exists for the remaining vital organs. Bowel or intestinal transplantation, 
still considered experimental, is used for patients who are unable to absorb adequate nutrients or who 
have poor bowel motility. 


sa Treating 


9 pancreas and 33 pancreas/kidney 


2. Tissues 


The tissues used for transplant and their donation requirements are generally less well known and 
understood by the public than is the case with organs. Some of the commonly transplanted tissues 
include blood, skin, cornea, semen, and bone marrow. 


Blood is the most frequently transplanted or transfused tissue and as such it is the most publicly 
recognized. If the cornea, a form of transparent skin similar to a contact lens, becomes opaque, 
causing blindness, transplantation is the only treatment. Skin is frequently required for grafting, 
particularly in the case of burn victims. Whenever possible autografts are performed but for 
extensive burns allografts may be required. 


Bone marrow, stem cells and cord blood are usually considered together because stem cells are 
the identified component of both bone marrow and cord blood that permits successful 
transplantation of these tissues. The stem cells are responsible for the production of all blood cells; 
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including the red cells that carry oxygen, the white cells that fight infection, and the platelets that are 
required for clotting. They are often used to correct disorders such as aplastic anemia and leukemia. 
Where bone marrow is renewable, cord blood has the benefit of making use of an otherwise 
discarded material. Islets are the cells of the pancreas responsible for the production and secretion of 
insulin. It is hoped that islet transplantation will ultimately be the treatment for diabetes. 


Reproductive tissues include semen or sperm, ova, zygotes and embryos. Sperm and ova (eggs) 
can be collected from individuals for use in their own assisted fertilization or for donation to others 
for reproductive purposes. 


3. Sources for Donated Human Organs and Tissues 


There are two categories of human donors: cadaveric and living. Cadaveric donors constitute the 
most commonly known form for both organs and tissues. Organ transplants in particular rely on 
donations that occur after the donor’s death. The principal category of cadaveric donation is the 
brain dead donor; with the non-heart beating donor constituting a lesser source. 


Living donors for organs include: bilateral organ donors, segmental organ donors and domino 
organ donors. Bilateral organ donation refers to situations when an individual’s second kidney is 
procured and transplanted into a blood relative and, in some countries, an emotionally related 
person, such as a husband or wife. Segmental donation refers to the removal of a portion of an organ 
from a living, usually related, donor. Currently, this is most common with liver but investigations 
suggest the use of segmental transplants of lung, pancreas and small bowel. The domino donation 
refers to the possibility of a live heart donor where the recipient of a combined heart/lung transplant 
in turn donates his or her heart for transplantation. 


Tissues can also be donated from living donors. Reproductive tissues such as semen/sperm are 
frequently used for artificial insemination. Bone, cartilage, tendons, heart valves, and nerves can be 
donated during surgery when such tissues are to be removed for treatment and would otherwise be 
discarded. 


4.. Preservation and Storage 


Once a tissue or organ has been removed from the body it has also lost the blood supply that is its 
source of nutrition and oxygenation. Without some sort of intervention the tissue or organ will die. 
The length of time that an organ or tissue can remain viable varies, depending on the tissue or organ 
in question and to some extent the age of the donor. Preservation attempts to slow down or suspend 
this degenerative process. The more vascularized an organ or tissue, the more difficult the 
preservation. Tissues require less blood supply than organs and therefore can be more safely 
preserved, frozen and stored for future use. Tissues can be categorized as either regenerative or 
non-regenerative. The regenerative bodily substances that can be stored, or banked, routinely are 
blood, skin, bone marrow, sperm and ova. Non-regenerative tissues such as heart valves, veins, 
tendons, nerves, bones and cornea can also be stored. 
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As yet banks do not exist for organs and their long-term storage and banking seem unlikely in the 
near future. Even if the organ shortage was overcome and a surplus achieved, organs require constant 
perfusion with blood to prevent their deterioration. Preservation techniques for the heart, lung, liver, 
and pancreas have not been so extensively studied as those for the kidney. The principles of 
preservation are the same, although these other organs will not tolerate such long periods without a 
blood supply. Transplantation is performed as quickly as possible, preferably within eight hours for 
the liver and pancreas, four hours for the heart, and two hours for the combined heart/lung. Much 
research will be necessary before it is possible to keep organs banked in the same way as blood. 


C. LOCAL AND PROVINCIAL PARTICIPANTS 


Presently, Canada has multiple local and provincial organizations, facilities, professionals, and 
governments involved in organ and tissue donation and transplantation. The following section 
provides background information on their activities. While not inclusive of details on all those 
involved in this area, it provides an overview of current initiatives. 


I. Awareness/Support Organizations 


Numerous non-profit awareness organizations, including the Kidney Foundation, the 
Parkinson’s Foundation, the Canadian National Institute for the Blind, the Canadian Liver 
Foundation, La Fondation Diane Hébert, and the Canadian Cystic Fibrosis Foundation, provided 
material to the Committee. Most of these organizations are volunteer based, focus on the health and 
quality of life of their clients, and provide disease-specific support and information services. Most 
also fund research pertinent to their respective areas. Some like the Association des greffés du 
Québec establish special services such as the Montreal shelter to support individuals waiting for 
transplants. 


For the most part, these organizations do not view promotion of organ donation as their primary 
function; however, some have devoted significant time and money to public awareness and 
education campaigns on this subject. The Mutual Group, an insurance company, has worked with the 
Kidney Foundation and others to promote awareness. Since 1992, it has committed financial 
investments up to $3.5 million and provided services from more than 3,000 staff and sales personnel. 


2. Procurement Organizations 


Organizations that oversee the procurement and allocation of organs and tissues play a 
significant role. With a few exceptions like blood and bone marrow, tissue procurement and storage 
banks continue to be local initiatives, usually independent or hospital based. Some of the key players 
in tissue procurement who testified before the Committee included: Canadian Blood Services, the 
Bruce Denniston Bone Marrow Society, the Eye Bank of Canada, the Unrelated Bone Marrow 
Donor Registry, the Alberta Cord Blood Bank and the Queen Elizabeth II Tissue Bank. 


———— 
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Organ Procurement Organizations (OPOs) are more visible and, although most grew out of local 
initiatives, are now frequently supported by provincial governments. OPOs provide the link between 
organ donors and the patients waiting for transplants, with the aim of achieving equitable organ 
allocation. Their responsibilities are multi-faceted and include: evaluating all possible donor 
situations, obtaining consent from family members for organ donation, managing a suitable donor’s 
physical state, arranging for blood and tissue typing to test recipient compatibility, ensuring 
allocation of organs, coordinating surgical transplant teams and ensuring a trouble-free recovery 
process. A key role for organ recovery coordinators involves education of both healthcare 
professionals and public audiences about the benefits of organ donation and transplantation. The 
following information on the structure, funding, and functions of OPOs was provided during their 
presentations to the Committee. 


The British Columbia Transplant Society, established in 1986, has an integrated delivery system 
for organ transplant services. It has a mandate to coordinate, fund and monitor all solid organ 
transplant services in British Columbia. This includes the establishment of quality standards, 
pre-transplant assessment, transplant surgery, follow-up care and the distribution of 
immunosuppressant drugs. The Society also conducts research and delivers professional and public 
education. Follow-up services are offered in three Vancouver transplant centres and eight 
ambulatory community clinics located in Victoria, Kelowna, Kamloops, Surrey, Langley, Trail, 
Penticton, and Prince George. It is fully funded by the Ministry of Health with an operating budget in 
1998/99 of almost $23 million. 


The Human Organ Procurement and Exchange (HOPE) of Alberta consists of two HOPE 
programs that function independently: one is situated in the Foothills Provincial Hospital in Calgary 
and the other in the University of Alberta Hospital in Edmonton. 


The Saskatchewan Transplant Program, a provincial coordinating agency for vital organ 
donation and heart valve donation, is also linked with the provincial Eye Bank. It operates out of 
Saskatoon (Royal University Hospital) where kidney transplants are carried out. All other solid 
organs, which are procured, are offered first to Alberta and Manitoba. The program provides both 
professional and public education. 


The Manitoba Transplant Program, situated in the Health Sciences Centre in Winnipeg, 
coordinates services for the province. There are two donor/trauma coordinators. Manitoba 
transplants lungs and kidneys and exports all other procured organs to other provinces or to the 
United States. 


Ontario’s Multiple Organ Retrieval and Exchange Program (MORE) was established in 1988 
through a joint effort of the provincial government, Ontario Hospital Association, and Ontario 
Medical Association. Its key role was to keep a province-based electronic listing of patients waiting 
for an organ in Ontario. The current mandate includes the creation of educational and organ donor 
awareness campaigns for health professionals and the public, provincial coordination and equitable 
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access. Funded by the government, MORE has a 12-member board of directors composed of 
representatives from the government, the transplant community, and the public. Organ donor 
coordinators operate independent of MORE through the various transplant centres. 


In 1992, Québec Transplant, a non-profit agency independent of the healthcare system, was 
mandated by the Minister of Health and Social Services to manage the provincial organ donation, 
procurement and distribution process. It has recently turned over public awareness activities to 
existing provincial organizations. 


Organ Procurement and Exchange of Newfoundland and Labrador (OPEN) was established in 
1982. It promotes increased awareness among both the public and professionals and establishes 
organ procurement policies and standards. When organs are procured from any of the eight health 
regions, they are sent primarily to Halifax for transplantation. 


Organ Procurement and Transplantation (OPT) of New Brunswick was established in 1981. The 
majority of organs procured in New Brunswick go to Halifax, but geography determines that some 
can be moved more quickly to Quebec City. If these centres do not have a suitable recipient the 
organs are then offered to progressively westward centres. Funding for this program is through the 
provincial Department of Health. 


Nova Scotia Multi-Organ Transplant Program is responsible for all transplant procedures for the 
Maritime Provinces. It is operated out of Queen Elizabeth II Health Sciences Centre in Halifax. Its 
mandate is to coordinate patients for the waiting lists and to organize organ donation and 
transplantation for all of the Atlantic provinces. The program is responsible for promoting public 
awareness, providing professional education and consultation, and operating a resource centre for 
facilities and government. It also coordinates tissue donation for Nova Scotia and Prince Edward 
Island. 


3. Facilities 


The Committee heard that a total of 28 hospitals perform organ transplants in Canada; the 
number of facilities carrying out tissue transplants was not provided. The majority of organ 
transplants performed in Canada are carried out in Ontario and Quebec. Nova Scotia is the only 
Atlantic province that provides transplant services. The remaining provinces have the facilities to 
perform at least limited transplant operations. Transplant services for individuals of the territories 
are provided in various provinces. As the following table suggests, virtually all types of transplant 
operations (with the exception of bowel) can be performed in at least one location in Ontario, 
Quebec, Alberta and British Columbia: Manitoba, Saskatchewan and Nova Scotia are more limited 
in their ability to cover all transplant procedures. 
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Province Number of Facilities | Organs Transplanted 
Nova Scotia Kidney, liver, heart 


Quebec 11 Kidney, liver, heart, lung, pancreas 


Ontario 
Manitoba 


Kidney, liver, heart, lung, pancreas, bowel 


Kidney, lung 
Kidney 


Kidney, liver, heart, lung, pancreas 


Saskatchewan 
Alberta 
British Columbia 


Kidney, liver, heart, lung, pancreas 


4. Professionals 


A large portion of the evidence heard by the Committee was from medical practitioners and 
nurses, the two primary groups of healthcare professionals involved in tissue and organ 
transplantation. These appeared in several different capacities: as members of transplant 
associations, as members of professional societies and associations, and as individuals involved at 
various stages of the donation/transplantation process. 


The Committee heard from two professional transplant associations: the Canadian Association 
of Transplantation (CAT) and the Canadian Transplant Society (CTS). CAT is an association of 
allied health professionals such as clinical and donor coordinators, intensive care unit (ICU), 
critical care unit (CCU) and operating room (OR) nurses and laboratory technicians dedicated to 
public and professional education to improve the transplant process. As well as promoting donation 
and transplantation, they formulate policies and guidelines to improve the efficiency and 
effectiveness of procedures. The CTS is a society of the Royal College of Physicians and Surgeons of 
Canada whose members are transplant physicians, surgeons and scientists that meet yearly to 
exchange data. 


There are a number of professional societies or associations within Canada whose focus 1s on 
broader aspects of healthcare but whose membership includes individuals involved in the 
donation/transplantation area. Some, such as the Canadian Cardiovascular Society, the 
Opthalmological Society, and the Fertility and Andrology Society, focus on diseases, or 
deficiencies, of specific organs, tissues and systems and on specific disorders that may be treated by 
transplantation. Other organizations, such as the Canadian Association of Critical Care Nurses and 
Rose des Sables, contribute directly while umbrella groups such as the Canadian Healthcare 
Association, the Canadian Medical Association, and the Canadian Nurses Association, represent 


broader interests. 


Individual healthcare professionals with direct positions in this area include the transplant 
physicians and surgeons, intensivists, OR nurses, organ donor/trauma coordinators, clinical nurse 
specialists and transplant education coordinators. 
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5. Provincial Governments 


Constitutionally, the provincial governments have wide powers to regulate local health matters 
and particularly the delivery of healthcare services: specifically, they have the authority to make laws 
concerning the establishment, maintenance, and management of hospitals, asylums, and charitable 
institutions. This gives them the primary role in healthcare activities and legal concerns relating to 
organ and tissue donation and transplantation. 


The Committee did not hear comprehensive detail about how provincial ministries of health are 
involved in or support donation and transplantation programs for organs and tissues. In spite of 
invitations to all health ministries few provided official governmental positions. Only British 
Columbia’s provincial Minister of Health appeared in person, while the Saskatchewan Minister of 
Health followed with an informative letter about provincial activities. Fragments of information on 
provincial government efforts were elicited from a variety of sources and are highlighted within the 
next part of the report where there is discussion of the various Stages of the donation/transplantation 
process or continuum. 


While the Committee did not receive a detailed picture from the health ministries of each 
province, it did obtain information from the Parliamentary Research Branch on the state of 
legislation in each province related to organs and tissues. The similarities among the provincial 
Statutes referring to human tissues suggest that it would be a relatively easy task to implement 
additional regulations to ensure a nationwide legal approach. The British Columbia government 
indicated that it had proposed regulatory amendments to the Human Tissue Gift Act to take effect in 
April 1999. The regulations stipulate required referral; that is, an obligation by hospitals to inform 
the transplant society of the death or impending death of an individual for a determination as to 
whether the person is a potential donor and whether there is a registration of wishes about organ 
donation. The regulations will also require training for health professionals who ask for consent from 
families. | 


D. INTERNATIONAL PERSPECTIVES 


The realization that other countries are grappling with the same donation and transplantation 
issues as Canada led the Committee to invite several international witnesses to provide information 
on alternative models. The experience in Spain, the so-called Spanish Model operated for nine years 
by the Organizacion Nacional de Trasplantes (ONT), generated considerable interest. The 
knowledge gained by several organizations in the United States was also shared with the Committee. 
This included information about the State of Pennsylvania and its Delaware Valley Transplant 
Program; the United Network for Organ Sharing (UNOS) which organizes the national allocation 
System; and The Partnership for Organ Donation which focuses on hospital identification of 
potential donors. In addition, Donor Action (Eurotransplant, U.K.), a European-based organization 
working on potential donor identification, discussed its experiences. 
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E. FEDERAL ROLES AND RESPONSIBILITIES 


I. General 


The federal government’s role in relation to organ and tissue donation and transplantation has 
been minimal. Generally, this is related to the division of constitutional powers. The federal 
government gains its authority in health matters through general powers, namely those pertaining to 
criminal law, spending, and peace, order and good government. In addition, it has specific authority 
for certain groups such as First Nations people on reserves, veterans, military personnel, the RCMP, 
and individuals within federal correctional services and its institutions. 


Interpreted broadly, the federal government’s key roles in the health of Canadians have been 
protection of their health, promotion of strategies to improve their health and support of the 
healthcare system. Within this context, the federal government can: 


=  Respond to the health needs of, and deliver healthcare services to specific groups under 
federal jurisdiction; 


= Support the healthcare system through the Canada Health and Social Transfer; 


= Monitor and administer the Canada Health Act and its five principles — accessibility, 
portability, comprehensiveness, public administration, and universality; 


=  Provide funding for research and evaluation initiatives within such bodies as the Medical 
Research Council and the Social Sciences and Humanities Research Council; 


= Protect the health of Canadians, directly and in cooperation with other federal agencies 
and provincial governments, through legislation such as the Food and Drugs Act and 
specific regulations; 


= Work in partnership with provincial and territorial governments to foster national 
approaches to health programs and services; 


= Direct spending to specific programs and initiatives through clearly delineated and 
targeted strategies for improving health. 


At Health Canada, the primary activity on organs and tissues has been in the area of safety 
standards. The Food and Drugs Act (and its Regulations) is currently the primary legislation in this 
area. The Health Protection Branch (HPB) administers programs to ensure safety in relation to foods, 
drugs, medical devices, preventable diseases, environmental pollutants, and hazardous products. 
With respect to the Committee’s mandate, HPB has undertaken work on blood, semen and other 
tissues, on organs and on xenotransplantation. The Therapeutic Products Programme (TPP) is the 
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key directorate within HPB in relation to regulatory and inspection aspects. Within TPP, several 
bureaux and expert groups provide significant direction on organs and tissues. The Laboratory 
Centre for Disease Control (LCDC), through its work in identifying, investigating, controlling and 
preventing human disease, can contribute to the science and the surveillance of these products. 


2. Past Federal Regulatory Activity and the Proposed Standards-Based Regulatory 
Model 


The following chronology highlights some of the key federal regulatory activities in relation to 
organs and tissues over the last five decades. It also describes the current status of the Canadian 
General Standard for Safety of Organs and Tissues for Transplantation. 


1953 — The words “sera and drugs analogous thereto for parenteral use” were added to Schedule D 
(List of biologic drugs) of the Food and Drugs Act; this was interpreted as meaning blood products 
that were fractionated from plasma, not as including whole blood or blood components; 


1978 — The words “human plasma collected by plasmapheresis” were added to Schedule D; 


1982 — Schedule D was amended and “sera and drugs analagous thereto” was replaced by “blood 
derivatives”: 


1989 — Blood was added to Schedule D; 


1993 — Royal Commission on New Reproductive Technologies reported and called for a National 
Regulatory Commission to ensure licensing, monitoring, standards, records storage, information 
dissemination for human sperm, eggs, zygotes, and fetal tissue; 


1994 — Bureau of Biologics, within the Health Protection Branch (HPB), received a commissioned 
report from Organ Sharing Canada called Safety of Human Organ and Tissue Transplantation in 
Canada including recommendations for the prevention of disease transmission; 


1995 — Therapeutic Products Programme (TPP), within HPB, sponsored a National Consensus 
Conference on “Safety of Organs and Tissues for Transplantation”; 


1996 — An expert advisory group, established to revise and further develop the organ and tissue 
Standards initially drafted at the National Consensus Conference, completed the draft of the 
“Canadian General Standard for Safety of Organs and Tissues for Transplantation”; 


1996 — Regulations to ensure the safety of semen used for donor insemination were adopted under 
the Food and Drugs Act; 


1996 — Minister of Health introduced Bill C-47, the Reproductive and Genetic Technologies Act, 
containing a list of prohibited practices and promised a second bill that would present the regulatory 
component; this legislative action was interrupted by the 1997 election call; 
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1997 — Commission of Inquiry on the Blood System in Canada reported and called for a national 
system for the collection and delivery of blood components and blood products, the creation of a 
national integrated database, and an active role for the federal regulator in protecting public health 
and safety; 


1997 — Blood-borne Pathogens Division, within HPB, provided financial and scientific support to 
assist the Canadian Blood Agency and Canadian Medical Association in developing practice 
guidelines on the utilization of red cells and plasma; 


1997 — TPP, within HPB, sponsored the National Forum on Xenotransplantation; 


1998 — Standards for the subsets such as ocular tissue, perfusable organs, reproductive tissues, 
stem cells, general tissues were developed; 


Towards the end of the study, the Committee received copies of the “Revised Canadian General 
Standard for Safety of Organs and Tissues for Transplantation” and its various subsets. The 
standards cover requirements for organization; facilities; consent and screening; procurement, 
processing, preservation, and storage; labels and inserts; quarantine; distribution; and adverse 
reactions/suspected infections. Health Canada emphasized that these standards are developed on the 
principle of consensus and once approved will be made mandatory through incorporation by 
reference in regulations enacted under the authority of the Food and Drugs Act. 


Health Canada through the work of the Therapeutic Products Programme (TPP) developed a 
risk-management framework to address the safety of tissues and organs for transplantation. This 
standards-based regulatory framework consists of several elements: 


a National standards, made mandatory under the Food and Drugs Act, to be reviewed and 
revised on a periodic basis; 


= TPP to receive conformity assessment reports from transplant programs within one year 
after regulatory enactment; 


= Only parties certified by TPP or accredited by standards body to assess conformity; 


= TPP to require transplant program registration involving regular activity reports and 
adverse events reports; 


=  TPP inspectors to conduct periodic audits and to respond to incidents of non-compliance 
or serious adverse events. 


3. Federal Involvement in National Endeavours 


During the 1990s, the federal government, specifically Health Canada, was involved in several 
federal, provincial and territorial incremental advisory endeavours specific to organs and tissues. In 
1995, in response to the earlier report by Organ Sharing Canada called Safety of Human Organ and 
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Tissue Transplantation in Canada, the provinces’ deputy ministers of health asked the 
Federal/Provincial/Territorial Advisory Committee on Health Services (ACHS) to review organ 
transplantation. It did so and in September 1996, it produced a document called Organ and Tissue 
Donation and Distribution in Canada which identified a 13-point national strategy for improving 
organ/tissue donation and distribution. In 1997 the ACHS produced an implementation plan with a 
description of each of the 13 elements, a timeframe, a cost and identification of specific 
organizations to take the lead and specific organizations to provide support. 


In May 1997, the National Advisory Committee on Organ and Tissue Donation and Distribution 
(subsequently renamed the National Coordinating Committee, NCC) was appointed and asked to 
further research the implementation requirements for each of the 13 points. The NCC is composed of 
five governmental members (western region, Quebec, Ontario, eastern region, Health Canada) and 
five non-governmental members (Canadian Transplant Society, Canadian Association of 
Transplantation, Canadian College of Health Services Accreditation, Kidney Foundation, Canadian 
Institute of Health Information). The NCC reports semi-annually to the ACHS. It is co-chaired bya 
transplant physician and a provincial government director of acute care programs. It was allocated 
$500,000 for a 3-year period; $150,000 is used to maintain secretariat and operating support while 
the remaining $350,000 will support specific contracts to analyze options for implementation. 


One group involved in the 13-point national plan is the Coordinating Committee on Reciprocal 
Billing (CCRB). Created in 1991 to resolve administrative complexities arising from interprovincial 
arrangements, it recently addressed the costs of transplantation, particularly that of organs where 
individual recipients often must cross provincial and territorial borders. While the membership of 
the committee is limited to four provinces with Health Canada providing the secretariat support, all 
provinces and territories are involved and any concerns can be referred to F/P/T Advisory 
Committee on Health Services (ACHS). 


Beyond this type of time-limited or authority-limited coordinating committee described above, 
various permanent national bodies, operational in the 1990s, reflect partnerships forged in federal, 
provincial and territorial forums with relevance to organs and tissues. Initiatives endorsed by the 
F/P/T ministers of health have resulted in greater co-operation and coordination in matters related to 
organs and tissues. The following section outlines some of the key organizations resulting from these 
efforts: the Canadian Coordinating Office for Health Technology Assessment (CCOHTA), the 
Canadian Institute for Health Information (CIHI), and the Canadian Blood Services (CBS). 


In 1989, the Canadian Coordinating Office for Health Technology Assessment was established 
by the F/P/T ministers of health to facilitate information exchange and to coordinate assessment of 
healthcare technologies. Its mandate was expanded in 1993 to include pharmaceutical assessments. 
CCOHTA is a non-profit corporation funded by the federal and provincial governments with a board 
of directors appointed by the deputy ministers of health. Its 1999-2000 funding of $1.78 million is 
30% federal and 70% provincial on a per capita basis. In 1997, it engaged in a project to examine the 
criteria for selection of adult recipients for heart, kidney, and liver transplantation. 
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In 1993, based on the agreement of the F/P/T ministers of health, the Canadian Institute for 
Health Information was created from two not-for-profit non-government organizations 
(Management Information Systems Group and Hospital Medical Records Institute) and health 
information groups from Health Canada and Statistics Canada. Its initial funding was split between 
Health Canada and provincial/territorial ministries of health. Now, its funding totals about 
$13 million, with approximately 65% from federal, provincial and territorial governments, 25% 
from healthcare facilities, 14% from user fees, and 1% from other revenues. As an independent, 
not-for-profit federally incorporated organization, CIHI is mandated to lead the development and 
maintenance of a comprehensive health information system. Its 15-member board of directors 
consists of a president, two members from each of five regions (Atlantic, Quebec, Ontario, NWT and 
Prairies, Yukon and B.C.), two from the federal government (Health Canada and Statistics Canada) 
and two from non-governmental areas. Early in its term, it assumed responsibility for the Canadian 
Organ Replacement Register (CORR), a national database that records, analyzes and reports the 
levels of activity and outcomes of vital organ transplantation. 


In 1998, the federal and provincial health ministers established the Canadian Blood Services 
whose 1999-2000 budget of $536 million is exclusively provincial. While its initial funding was 
from the federal government, continuing operational funding will be from the provinces with the 
federal government contributing $5 million to research beginning in 2001. The CBS mandate is to be 
responsible for a national blood supply system that assures access to a safe, secure, affordable supply 
of blood, blood products and alternatives. It recruits and manages blood donors; collects, tests, 
processes, stores and distributes blood; develops and implements quality control standards; 
establishes public and professional education programs; purchases and distributes commercial 
blood products; and conducts surveillance. Héma-Québec, also established in 1998, is subject to the 
same federal regulatory requirements under the Food and Drugs Act. The CBS board of directors 
includes representatives of regional, consumer, medical, scientific and public health interests. 
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CHAPTER 3 


KEY CONSIDERATIONS FOR A 
NATIONAL APPROACH 


For witnesses, the overriding emphasis was on the need for a national perspective on the donation 
and transplantation of organs and tissues. They emphasized that Canada is unique among other 
industrialized countries in not having a national body or organization responsible for managing Or 
coordinating the elements of donation, procurement, allocation and transplantation. They saw a 
national approach as one involving the federal government as a key partner with the provinces and 
territories. Many witnesses described transplantation as an unique example of a healthcare 
procedure completely dependent on public participation for success. This uniqueness, they 
suggested, supports the argument that organ and tissue donation and transplantation should have a 
national framework involving support from all levels of government. 


This section outlines the rationale and structure for a national body to coordinate activities 
related to organ and tissue donation and transplantation. It identifies the key concerns of witnesses in 
relation to data collection, public and professional education, accountability processes, and 
standards. 


A. CANADIAN TRANSPLANT NETWORK 


The primary recommendation of witnesses was for a national integrating mechanism that would 
involve all levels of government in monitoring and assessing all aspects of the data collection and 
utilization, professional education and training, facility licensing and accreditation processes. A 
constantly repeated refrain was that all aspects of donation and transplantation require more than just 
goodwill. Witnesses emphasized that it requires organization, funding, and accountability at the 
national, provincial, and local levels and asserted that it needs a central system to accomplish this 
effectively. They called for a central body with authority to lead and to take action if the outcomes are 
unsatisfactory. They stated that only a national structure can look at what actually goes on, evaluate 
what works in each province, and build an effective system that is accountable and accessible to all 


Canadians. 


The national model adopted by Spain in 1990 was frequently cited as a possible example for 
Canada to emulate. Since the inception of the Organizacion Nacional de Trasplantes, the organ 
donation rate has doubled from 14.3 donors per million population (pmp) in 1990 to 31.5 donors pmp 
in 1998. In addition, the number of organs transplanted has tripled since 1990. The Committee heard 
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that the national organization, attached to the national health department, has an annual budget of 
$3 million U.S. for the inter-regional offices, database management and training programs and 
$11 million U.S for the in-hospital performances, including personnel, ICU, OR and related facility 
costs. This organization operates within a national healthcare system in a country with 40 million 
inhabitants occupying 17 autonomous regions. Within this national health system, the general 
budget for health is allocated and managed regionally, resulting in varied hospital budgets and 
physician salaries. The Committee is very interested in adapting facets of the Spanish model along 
with other international experiences to the Canadian situation. It is aware that there are differences 
between Spain and Canada that emphasize the need for a made-in-Canada approach. Differences 
such as geographic size, number and organization of physicians and hospitals, cultural diversity, 
political climate are among the variables that must be considered. 


Several different models for the establishment of a Canadian national approach were discussed 
in the Committee hearings. These included: the National Coordinating Committee on Organ and 
Tissue Donation and Distribution (NCC); the Coordinating Committee on Reciprocal Billing 
(CCRB), the Canadian Coordinating Office on Health Technology Assessment (CCOHTA), the 
Canadian Institute for Health Information (CIHI) and the Canadian Blood Services (CBS). As 
discussed in the previous chapter, all involve the federal government to varying degrees. Thus, while 
all receive some federal money, the first four report through a federal, provincial and territorial 
structure and the last through a provincial and territorial one. Thus, the NCC and CCRB report to the 
F/P/T Advisory Committee on Health Services; CCOHTA and CIHI report to the F/P/T ministers of 
health, and the CBS reports to provincial and territorial ministers of health. 


The Committee heard repeatedly that a national coordinating structure to integrate all facets of 
the donation/transplantation continuum is needed now. Witnesses called for a national body that 
would provide the continuous umbrella structure to ensure overall continued coordination of all key 
elements in donation and transplantation. The Committee agrees that a national framework should 
replace the current fragmented and piecemeal approach to organ and tissue donation and 
transplantation. It recognizes that any such national framework must be adequately funded and have 
a continuous and visible organizational structure. It acknowledges the importance of using existing 
donation and transplantation expertise and of maintaining the established cross-national networks. 
However, it stresses the need to have a distinct body that is visible to the general public, responsive to 
healthcare professionals; accessible to facilities and accountable to provinces. 


1. In light of the repeated calls for a national coordinating and 
integrating body to provide oversight in this emergent healthcare 
area, the Committee recommends that: 


1.1 The federal/provincial/territorial ministers of health 
establish the Canadian Transplant Network to oversee 
organ and tissue donation and transplantation; 
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1.2 The federai Minister of Health ensure that the 
establishment of such an organization and accompanying 
strategy be discussed formally with provincial and 
territorial counterparts within the next six months; 


1.3 This organization have a permanent secretariat and an 
appropriate budget; 


1.4 This organization provide annual public reports through 
the F/P/T Conference of Ministers of Health; and, 


1.5 This organization provide annual reports through the 
federal Minister of Health to Parliament on results accrued 
from federal contributions and such reports be considered 
in connection with National Organ Donor Week. 


Witnesses suggested that this Canadian Transplant Network must have a capacity to oversee and 
provide annual public reports on the status of four key components or program areas that should be 
part of its mandate. These programs or components would provide oversight of: (1) individual 
intention to donate; (2) potential donor identification, management and eventual procurement from 
actual donors; (3) waiting list, sharing, matching and allocation; (4) transplantation outcomes. Each 
program area would be the responsibility of specific staff members within the secretariat. 


The Committee heard from many of the individuals and organizations active in donation and 
transplantation in Canada. It recognizes the varied and comprehensive expertise that currently exists 
in communities across the country. This knowledge is essential to any national organization and 
could be used effectively in a part-time advisory function to the permanent secretariat. Thus, using 
this existing knowledge, each program area would seek advice from expert advisory groups working 
through specific staff units. Each could develop benchmarks within their respective areas and 
establish timelines for achieving them. This setting of clear goals then provides the national body 
with a way to measure results and outcomes. 


2. The Committee therefore recommends that: 


21 The Canadian Transplant Network be composed of four 
permanent program areas using expert advisory groups to 
address respective areas: individual donor intent; 
potential and actual donor identification and management; 
sharing, matching and allocation of donated organs and 
tissues; and transplantation outcomes; 
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2.2 The expert advisory groups be composed of members 
drawn from existing organizations involved in organ and 
tissue activities and rotated on a regular basis; 


2.3 The expert advisory groups be responsible for providing 
direction to the Canadian Transplant Network on the 
establishment of goals and the measuring of outcomes; 
and, 


2.4 These goals and outcomes be included in the annual 
report produced by the Canadian Transplant Network on 
each specific program area. 


B. ORGANIZATION OF THE CANADIAN TRANSPLANT NETWORK 


The following sections examine the main requirements for each of the four program areas and 
their respective advisory groups in overseeing the activities important to an integrated and 
coordinated national approach. Using the evidence from witnesses, the Committee envisions several 
roles to be assumed by the Canadian Transplant Network through its specific expert advisory groups. 
These include oversight and monitoring of data collection, assessment and dissemination; public and 
professional education; accountability processes and structures for professionals, facilities and 
governments; and standards applied as ethical principles, medical or nursing practice protocols, and 
regulatory rules. 


I. Expert Advisory Group for Donor Intent and Consent 


a. Data 


Discussions about donation frequently emphasized how many people advocate support for 
donation compared to how few actually have their organs or tissues used in transplantation. The 
Committee heard frequently about public opinion polls indicating that up to 90% of Canadians 
support organ and tissue donation. 


Some witnesses suggested that a national database that registered the intent of individuals to 
donate would increase the supply of available human tissues and organs. They argued that 
identification of an individual intention to donate would facilitate the process of linking a potential 
donor in a hospital to a potential recipient. To achieve this, the system would track individuals on an 


ongoing basis; be readily accessible to individuals in hospitals; and be linkable to a registry or 
waiting list of transplant candidates. 
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However, other witnesses pointed out that countries with the highest donor rates, including 
Spain, do not have registries of intent to donate. Others noted the complexity of developing and cost 
of maintaining such a database and questioned whether it would lead to substantial benefit. For 
example, they asked about ensuring the validity of the information given that individuals change 
their opinions, locations, relationships, and other circumstances of their lives that might affect their 
record of intent. They questioned the extent of information to be collected for the database. They 
wanted to know how the registry would address concerns relating to privacy and confidentiality in 
the collection and ongoing administration of the database. Indeed, the federal Privacy Commissioner 
warned against the hazard of encroaching on the basic human right of privacy. 


The Committee received evidence about two Canadian provincial registries of intent to donate. 
Both the Nova Scotia and the British Columbia registries record an individual’s intention to donate 
all or some organs and tissues. Both registries aim to assist professional staff and next-of-kin in the 
consent process at the hospital. The Nova Scotia registry began in 1995 and is currently piloting 
direct-line access to the database via the Internet. Established in 1997, the British Columbia registry 
links a signed legal document stating a donor’s wishes with regard to specific organs and tissues with 
the individual’s health number. The electronic scanning of this document enables it to be reproduced 
if the individual subsequently appears at an intensive care or critical care unit within the province and 
is identified as a potential donor. 


The Committee received some funding information about both registries. The British Columbia 
registry operates within the larger organizational structure of the British Columbia Transplant 
Society that receives almost $23 million annually from the provincial health ministry. The provincial 
registry itself was developed at a cost of $500,000 with an additional $500,000 for its public 
information campaign. The registry is currently maintained by $100,000 for technology and staff 
with additional money for promotional costs. The Nova Scotia registry is maintained by the 
provincial health ministry’s Medical Services Insurance Branch. Because the intended donor 
registry is linked to the registration for new health cards, the personnel and technological systems 
are already established, resulting in minimal costs for the additional data entry. The estimated cost of 
connecting to transplant centres via Internet is about $25,000 and is primarily related to 
consultations about data security. 


In the tissue area, the Canadian Unrelated Bone Marrow Donor Registry (UBMDR), founded in 
1987 by the Bruce Denniston Bone Marrow Society, was taken under the umbrella of the Red Cross 
in 1989. The registry now exists under the CBS and has a current budget of approximately 
$2.5 million for infrastructure; however, the development of a new National Molecular DNA 
Laboratory to perform typing for potential matches would cost an estimated $8 to $10 million. 


Witnesses noted that many voluntary mechanisms for registration are limited in their ability to 
attract participants. The specific donor cards of procurement organizations may not be readily 
available, many adults do not drive automobiles and therefore do not receive motor vehicle or license 
renewals. For most provinces, the health card is the mechanism of choice for registering intent to 
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donate. This raised the issue of whether registration should be voluntary or mandated. The current 
system employed by Nova Scotia through the provincial health card renewal process and British 
Columbia through forms received from motor vehicle permit offices, London Drugs, and various 
other locations is voluntary. For the Unrelated Bone Marrow Donor Registry, donors are largely 
recruited from patient-inspired or family campaigns. Advocates of mandated choice, as a means to 
establish an intended donor registry, suggested two possible avenues at the federal level, either the 
census or the income tax forms. The goal would be to make it a legal requirement for respondents to 
provide a “yes, no or don’t know” indication for registry purposes. 


Critics of a mandatory approach expressed concern about a compulsory legal requirement to 
register and about the subsequent application of this advance declaration of donation intent at the 
hospital. Most people working in hospitals insisted that, even when people have indicated a desire to 
donate, when they are assessed as suitable candidates at the hospital, their families or next-of-kin 
should be asked for permission. Others, particularly recipients, asserted that a donor’s wishes should 
be honoured and that the current practice of asking families means that a legally authorized consent 
can be bypassed. 


During testimony surrounding the data questions on intent to donate, the Committee heard that 
the establishment of a national intended donor registry would not be the most efficient use of 
resources, nor the most effective means of increasing donor numbers. In particular, the Committee 
was strongly influenced by the experiences in both Spain and the United Kingdom. Spain has 
experienced a high rate of actual donation without a national intended donor registry. The United 
Kingdom, where a national intended donor registry was launched in 1994, received data from a very 
small proportion of the population (less than 6 million out of a population of 57 million) and saw a 
decrease in the number of actual donors (from 823 in 1997 to 758 in 1998). The Committee 
commends those provinces that have developed such registries as one component of their organ and 
tissue programs and feels that the current voluntary system of obtaining donor intent is appropriate. It 
also suggests that the provincial and territorial health cards provide a logical vehicle whereby all 
provinces and territories could collect this data seen as important for facilitating donation 
discussions with families and next-of-kin in the hospitals. 


b. Education 


Witnesses were virtually unanimous about the need for coordinated, ongoing and 
comprehensive public and professional awareness campaigns in the area of organ and tissue 
donation. It was suggested that this is an area in which the federal government, separately and 
through a national effort, can play a very important role. Presently, education initiatives are carried 
out sporadically through public awareness efforts such as those undertaken by the Kidney 
Foundation and the Bruce Denniston Bone Marrow Society while professional awareness 
approaches are undertaken by professional organizations such as the Canadian Association of 
Transplantation. The Mutual Group, which has worked with these organizations, reported that it has 
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invested more than $3.5 million since 1992. It also emphasized that raising public awareness at this 
stage will only translate into increased donation rates if healthcare professionals take appropriate 
actions geared to donor identification at the hospitals. 


For the public, a key message was that individuals who intend to donate must express their 
wishes to family members. The Committee heard that up to 96% of relatives agree to organ donation 
if they already know of the individual’s wishes compared to only 58% when the family has not 
previously discussed the issue. In a hospital setting, awareness of prior individual consent is a key 
variable in acquiring relatives’ consent to organ donation. Theoretically, one third of potential 
donors are lost when families or next-of-kin refuse consent. 


Professional education and training were also seen as essential components of any effort to 
improve donor numbers. Witnesses pointed to the organizations representing healthcare 
professionals, the facilities where they work or the universities where they were educated or with 
which they are affiliated as centres for such activities. For professionals at this early stage in the 
donation/transplantation continuum, the main education issue involved their ability to assist an 
individual in making a decision about intended donation. Because healthcare professionals at the 
primary care level request a health card on every office visit and because the health card is currently 
the preferred mechanism for recording donor intention, some witnesses suggested that medical visits 
would present opportunities for passing on accurate and timely information. In order to help an 
individual to reach a truly informed decision about donation, the physician or nurse would need 
information about the actual donation process that commonly takes place in a hospital setting but 
that, for some tissues, may occur in a clinic. 


Witnesses presented several options for individual consent for intended donation, specifically 
mandated choice and informed choice. Mandated choice would require that all competent people 
decide and record their intention with respect to donation. This method allows people to change their 
minds but also dictates that the expressed wishes are binding; that is, that there could be no later 
family intervention. The Committee heard that mandated choice has several advantages. It raises 
public awareness of the donation issue; it reduces stress on the next-of-kin as well as staff through 
confirmation that the intent to donate was decided at a less emotional time; and it enhances timely 
organ procurement while preserving the altruistic quality of donation. Surveys in the United States 
suggest that 63% of the population would sign up under such a system. 


In relation to donor intent, other witnesses argued that the current expression of an individual's 
wishes to donate is probably not based on full information about the procurement procedures, 
thereby making it necessary to explain all aspects of the donation process more completely to 
next-of-kin. They insisted that truly informed choice, which leads to either informed consent or 
informed refusal, in relation to organ and tissue donation goes beyond increasing public awareness 
of the need for donations. Enabling the individual to choose freely on the basis of full information 
could mean the development of a national program to disseminate information on significant issues 
such as brain death and on details of procurement procedures for tissues and organs. Spain has an 
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information service to support its organ donation system available on a 24-hour a day basis. The 
Canadian UBMDR is currently attempting to get funding for a toll free number for queries that could 


be directed immediately to an appropriate expert. 


The Committee feels strongly that information is key to obtaining informed consent of intended 
donors and later of their families or next-of-kin. The goal is fuller understanding of the medical, 
legal, ethical, social and psychological implications of donation. The Committee concurs with 
witnesses who promoted the use of social marketing campaigns targeted to particular population 
groups such as those currently employed in anti-tobacco or prenatal care efforts. Additional 
suggestions were for prepared information packages to be supplied or made available to intended 
donors on provision of intent through a health card or donor card. Other witnesses advocated the use 
of innovative information technology to serve Canadians in this emerging area. 


The Committee would like to see donation information for both the public and professionals 
managed on a more national scale. It believes that family physicians are in a position to play an 
important role in educating their patients on the issue of organ and tissue donation and would like the 
relevant professional bodies to develop informative material and training courses for general 
practitioners. It is of particular concern to the Committee that any individual indicating an intent to 
donate be fully informed of the processes of donation and of any consequences for a family member 
or next-of-kin. 


€. Accountability 


Witnesses often referred to the need for accountability within any system addressing the 
donation and transplantation of organs and tissues. They called for clearly established and publicly 
visible processes and structures within which responsibilities could be assigned, outcomes 
monitored and findings reported. In relation to donor intent and consent, they referred primarily to 
the evaluation of registries and their need for structural accountability. Determining the 
effectiveness of public and professional educational Campaigns was also considered necessary. 


The Committee heard from supporters of the British Columbia registry that the supply of 
available human organs and tissues will increase with the establishment of the centralized 
computerized registry of individuals willing to donate. Because it has been in operation for only 
16 months, the evidence to support this claim does not yet exist. To date, nearly 180,000 individuals 
have registered their wishes regarding organ donation but the Committee did not receive information 
about the number of actual donations procured through the registry. In Nova Scotia, 70% of the 
population was registered by February 1999, with 39% of these indicating intent to donate organs or 
tissues. Provincial officials suggest that the registry has encouraged healthcare professionals to 
approach families; raised public awareness among all provincial residents; and provided aggregate 
data to identify target groups for further education. 
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With respect to tissues, the Committee was told that the Unrelated Bone Marrow Donor Registry 
has over 180,000 intended donors from across Canada. It was also told that the registry had few 
non-Caucasian individuals. In 1998, the UBMDR provided 44% of the donors required for Canadian 
patients; to date, it has treated nearly 900 individuals. The other 56% received marrow from 
international sources. Within 24 hours of a request, the National Search Coordination Centre can 
search the entire Canadian registry for potential donor matches; within 72 hours, it can search the 40 
world registries. 


The issue of structural accountability was mentioned in relation to both the British Columbia 
registry and the bone marrow registry. It was noted that the British Columbia Transplant Society, 
which is responsible for the registry, had recently changed its board of directors to reduce the number 
of medical/hospital representatives who appeared to have institutional interests different from those 
of the Society. The UBMDR is seeking clearer definition of its relation to the CBS and wants a 
secured budget, direct reporting lines, and greater separation of operations. The establishment of 
criteria to ensure accountability to all societal groups is another concern. For example, the ability of 
existing organ donor registries such as the one in British Columbia or tissue registries such as the 
UBMDR to attract diverse minority groups must be evaluated. 


On public education and awareness campaigns aimed at increasing the number of statements of 
donation intent, the Committee heard about several endeavours. For example, the Canadian 
Association of Transplantation seeks to maintain strong public support for organ donation through 
efforts such as the Green Ribbon Campaign and occasional newsletters. The Kidney Foundation 
supports family awareness, promoting the importance of full and open communication within 
families. The common measures for evaluating public awareness campaigns were usually described 
in terms of number of publication copies distributed or level of recognition for particular symbols. 
Organizations representing physicians and nurses had little to say about professional education in 
support of increased intent to donate. 


The Committee agrees with witnesses that clear accountability criteria and effectiveness 
evaluation must be part of the mandate for this and other program areas within the Canadian 
Transplant Network. Transparency and accountability might be enhanced through a requirement to 
provide annual public reports or to conduct a full review after a set number of years of operation. 
Establishing clear criteria to measure the performance of any data collection efforts or of any 
educational campaign is not easy, but must go beyond simply names or numbers of individuals aware 
of their existence. The Committee feels that any database and any public or professional awareness 
campaign must be monitored for effectiveness and appropriately adapted if required. This must 
involve clear measures of outcomes expected and achieved and evidence of adaptation to optimize 


effectiveness. 
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d. Standards 


When used in Committee hearings, the term “standards” encompassed several different 
applications. One use that is particularly applicable at this stage of the donation/transplantation 
continuum is the reference to ethical principles or standards. In this context, witnesses referred to 
expressions of common values, many already ingrained in existing law and public policy. Data 
collection at this stage raised questions about the different interests and needs of donors and 
recipients and about requirements for anonymity, confidentiality, free and informed consent, and 
equitable access. 

Related to the need for professional standards in database management, witnesses called for the 
development of guidelines to ensure that any data collection would gain and maintain national and 
international confidence. They mentioned the need for independent accreditation of any registry 
operations. Other witnesses referred to the need for medical practice protocols to protect an intended 
donor from premature procurement if admitted to a hospital setting in critical condition. 


a With the aim of addressing the preceding concerns about data, 
education, accountability and standards, the Committee 
recommends that the expert advisory group to the Canadian 
Transplant Network responsible for national oversight of 
individual intention to donate undertake the following general 
activities: 


3.1 Monitor the progress and effectiveness of existing 
provincial intended donor registries with a view to 
determining any future national role; 


3.2 Assist in the design and implementation of ongoing 
national public awareness and education campaigns with 
required evaluation; and, 


3.3 Assist in the design and implementation of ongoing 
national professional education and training campaigns 
with required evaluation. 


2. Expert Advisory Group on Donor Identification, Management and Procurement 


a. Data 


Many witnesses used the term potential donor very broadly; however, the distinction between an 
individual who had signalled the intent to donate and a patient identified as a potential donor in a 
critical care facility is significant. Although the potential donor is the individual identified at the 


26 eee 


KEY CONSIDERATIONS FOR A NATIONAL APPROACH 


hospital, not every potential donor who has been pronounced dead and has suitable organs and 
tissues for transplantation becomes an actual or effective donor. Only when an individual’s organs 
and tissues are actually extracted or procured for transplantation purposes does the individual 
contribute to the cadaveric donation data. The Committee heard that approximately 3% of deaths in 
hospital are brain deaths, and therefore appropriate to pursue as potential organ donors. 


Witnesses noted that, in relation to cadaveric donation, Canada has reached a plateau at 14.4 
donors per million population (pmp), a level it has basically maintained since 1993. Several 
witnesses confirmed that Canada’s performance with respect to cadaveric organ donation is among 
the worst in industrialized countries, considerably poorer than those of the United States and Spain, 
who in 1998 had donation rates of 21 and 31.5 donors pmp respectively. 


For many witnesses, the procurement stage is when a national database would be most useful and 
most cost effective. The collection of data on both potential donors (for organs, identified brain dead 
patients) and actual donors (organs and tissues procured and allocated) could clarify how many 
potential donors were lost to the system and for what reasons. Apparently, Spain undertakes this dual 
data collection, creating a potential or brain dead donor registry and an actual or effective donor 
registry. In Pennsylvania a system of required reporting of all deaths to a central registry produces a 
further variation on the theme of potential donors. In this instance the data collected are of all deaths 
occurring within a hospital setting and from this list the potential donors are identified and pursued. 


The Canadian Organ Replacement Register (CORR), a program managed since 1994 by the 
Canadian Institute for Health Information (CIHD), focuses primarily on organ transplantation data 
but also collects retrospective cadaveric organ donation and waiting list data. It is a joint project 
funded by the federal and provincial governments with the support of the Canadian Society of 
Nephrology, Canadian Transplant Society and the Canadian Association of Transplantation. 
Transplant hospitals and organ procurement organizations contribute to the CORR database. 


In considering the testimony given in regard to various possible organ and tissue registries, the 
Committee agreed that a database at this stage could be very cost effective. A comprehensive 
database to maintain records on all potential donors identified in hospital and on all actual donors 
would provide information to assess results. The Committee also felt that the CORR operated by 
CIHI would be a useful tool for the collection of the data on identified potential donors, which could 
then be compared to the actual donor database already maintained by CORR. 


b. Education 


The capacity to develop a useful registry at this stage, when donors must be identified and 
maintained for successful organ and tissue procurement, largely depends on the ability of healthcare 
professionals to properly identify a potential donor in critical care situations. Professional education 
must include clear understanding and application of brain death criteria and proper and timely 
maintenance of a potential donor until a decision about donation is reached. Health professionals 
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play a crucial role in public education through their interactions with the families of potential donors. 
Although it is to be hoped that these family members had prior discussions with the potential donors 
about their intent to donate upon death, nonetheless, it is imperative during this critical time that 
families fully comprehend such aspects as brain death and the organ procurement process in order to 


provide informed consent. 


According to witnesses, inadequate education of healthcare professionals contributes to their 
failure to request donation at the critical care level in hospitals. A 1998 study of 15 Canadian 
hospitals indicated that, out of 232 potential donors identified, only 158 families were approached. 
This represented a loss of 31.9% potential donors. Another recent Canadian study revealed that 83% 
of nurses and 75% of physicians were reluctant to approach the relatives of potential organ donors, 
despite a generally positive attitude towards organ donation. It also suggested that only 35% of 
nurses and 55.4% of physicians knew how to refer organ donors. 


Required request and required referral were both suggested as methods for ensuring that 
healthcare professionals approach families about donation. Required request would oblige the 
responsible person or team to approach the family and request consent to organ donation. Required 
referral (or required consideration, mandatory consideration, required reporting) would oblige 
healthcare professionals to report any individual that could be a potential donor. Witnesses argued 
that this could significantly increase the number of cadaveric donors identified each year. Both 
required referral and required request would involve legislative or regulatory change at the 
provincial level. Witnesses emphasized that either method must be accompanied by appropriate 
public and professional awareness and education campaigns. 


The Committee agrees that education of health professionals is a continuing process and sees a 
significant role for professional bodies representing physicians and nurses. Beginning with a course 
work and curriculum focus on such elements as interpersonal communication and bioethics, 
reinforced through maintenance efforts at regular intervals, health professionals involved in critical 
care must be open to improved methods for approaching potential donors and their families. The 
Committee recognizes the significant increase in donor numbers that can result from improving the 
training of the involved professionals. On this, it sees the need for collaborative action by provincial, 
hospital and professional authorities to establish ongoing training programs aimed at educating the 
healthcare professional to identify all potential donors and to approach the next-of-kin. 


c. Accountability 


Witnesses raised serious concerns about the need to ensure accountability in donor identification 
and subsequent procurement of organs and tissues on the part of health professionals, hospitals, 
procurement organizations and provincial governments. Without giving specifics, some witnesses 
referred to independent players operating outside any professional, institutional or governmental 
system, attributing the situation to a lack of official structure and leadership. Although the 
Committee was told that some regions of Canada consistently have higher donation rates than others, 
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others have donation rates that fluctuate. It was suggested that the identification of commendable 
procurement practices could only be studied with confidence where rates are consistently high. This 
was one area where witnesses suggested the need for a national structure to examine what actually 


goes on, particularly to compare the performances of each province and make suggestions as to what 
is commendable and what does not appear to work. 


At the professional level, witnesses reflected on the need to provide a clearer separation among 
the healthcare professionals who provide critical care, those who identify, maintain and procure 
organs and tissues, and those who carry out transplantation. Because most provincial organ 
procurement organizations grew out of local initiatives to procure in order to transplant, there is 
currently a close link between the procurement process and the transplantation process. A number of 
witnesses expressed the need to decouple the procurement process from the transplantation process 
in order to assure the public intending to donate that their critical care needs will never be jeopardized 
by the transplantation needs of another individual. The Committee agrees with the large proportion 
of witnesses who felt that, in terms of professional contact, the procurement process must be kept 
entirely separate from the transplant process. The Committee suggests that all programs in place, or 
to be established, ensure that the use of ‘procurement teams’ for donor recruitment be completely 
decoupled from professionals involved in the transplant process. 


At the hospital level, the Committee heard that, in addition to problems of recognizing a potential 
donor in the emergency room, ICU, or CCU, shortages of available beds in critical care or intensive 
care units limit the ability to maintain potential donors prior to organ procurement and to care for 
transplant recipients. The Committee agrees with the many witnesses who suggested that ways must 
be found to allocate specific funds to enable hospitals to overcome these limitations and ensure that 
the required beds are available for donation and transplantation purposes. 


Although a few witnesses advocated financial or other sanctions, such as loss of accreditation or 
financial penalties for non-performance or non-compliance with donor identification, management 
or procurement, most argued that hospitals would achieve greater accountability if they were given 
some financial incentives. At present, donor identification in most provinces is seen as voluntary and 
covered under global hospital budgets. The Committee heard that hospitals must commit their own 
resources to maintain donors until organs can be recovered; a process that may cost an average of 
$6,000 above the insured costs for each procurement. Other countries have addressed this issue of 
hospital costs. For example, in the United Kingdom, 1,000 pounds can be reclaimed by a hospital that 
follows the correct procedures for procurement. In Spain, $8,500 US is provided in the hospital 
annual budget for each donor; this is calculated on the basis of donor and procurement rates from the 


previous year. 
The Committee agrees with witnesses who felt that financial considerations discourage the 
identification of potential donors and it supports the need of hospitals to cover the costs of donor 


maintenance and procurement. This is an area where the provincial governments have responsibility 
for hospital budgets and some provincial government’s, notably British Columbia and Quebec, have 
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introduced programs to cover the costs of procurement. Witnesses noted that any additional 
obligations made over to the hospitals would have to be accompanied with the required funds as 
hospitals are currently financially constrained. The Committee would like to see a system of 
reimbursement for costs of donor management and procurement with appropriate allocations 
divided among all facilities. 


d. Standards 


Discussions at this stage touched on the issue of the conflict between ethical responsibility to 
individuals who had provided an early indication of their intent to donate and responsibility to 
grieving family members. In practice, healthcare professionals feel a need for next-of-kin consent 
despite knowledge of the potential donor’s wishes. While a few witnesses suggested that family 
members should not have the right to override a person’s wishes and that healthcare professionals 
had an obligation to follow through with an intended donation, most witnesses felt that it would be 
morally unacceptable to disregard the emotions of the grieving family. The Committee was told that 
participation of the family is essential for obtaining reliable answers on a medical/social 
questionnaire that helps to guarantee the quality and safety of the donated organs or tissues and that 
any procurement must involve family consultation and education. A small minority suggested that, 
once the patient has been declared brain dead, any subsequent actions taken with the body could be 
referred to as disposal of remains and as such, requires no family consultation. The Committee was 
convinced that the current custom of requiring family consent in order to proceed with the 
procurement process is the most prudent and that the emotions, beliefs, sensitivities or misgivings of 
bereaved families must be respected. 


Another question was whether the earlier indication of intent by the now identified potential 
donor constituted truly informed consent. According to many, there is a requirement for all 
healthcare providers to obtain informed consent from patients or their next-of-kin for all types of 
treatments and procedures, including organ and tissue donation. There must be an interaction 
between caregiver and patient in which both agree about the treatment or procedure. Individuals or 
family members must have all the facts upon which to base an intelligent decision and must have the 
opportunity to ask any questions. There are three elements within informed consent: competence, 
disclosure/understanding, and voluntariness. An informed consent to donate, given by either the 
individual prior to death or the family at the time of brain death, would include knowledge about such 
elements as the concept of brain death, all procedures involved in maintaining the donor and in 
procuring the organs or tissues, and the anticipated fate of any organs or tissues. The Committee 
heard that informed consent is necessary and this may be the only stage when it can be obtained. In 
this respect it must be obtained from family and, in any professional training and education, the 
criteria for informed consent must be clearly outlined. 


The Committee also heard several references to the system of presumed consent. This is a 
system whereby all persons are presumed to have consented to organ and tissue donation unless, at 
some time during their lifetime, they have expressed otherwise. It was suggested that, not only would 
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Canadians resist such a System, there was no evidence from countries where this method has been 
enacted to show a substantial increase in organ donor numbers. In the absence of such evidence, the 
Committee could not envision an accountable medical or legal community adopting this approach. 


For healthcare professionals, two types of standards — clinical practice standards and 
regulatory standards — were discussed. Witnesses suggested that clinical practice guidelines or 
standards that relate to the maintenance of donors or the procurement of organs and tissues would 
likely be developed either by individual hospitals or by medical and nursing associations. The goal of 
such protocols would be to assist practitioner and family decisions about appropriate care in the 
specific clinical circumstances. There was some discussion by witnesses of the need to legislate 
obligations for healthcare professionals with regard to donor identification. Witnesses suggested 
that measures such as required request or required referral could significantly increase the number of 
cadaveric donors identified each year and pointed to Pennsylvania’s legislation and successes in 
increasing donor numbers. It was frequently suggested that an obligation in Canada to refer all 
potential donors, possibly to the regional OPO, would immediately increase donor numbers. Since 
hospitals are now expected to have a donor identification and organ procurement system, witnesses 
insisted that this requirement would add legal force but would seldom need to be applied. 


While supporting the need for a uniform approach to reporting potential donors, the Committee 
recognized that any legislation requiring healthcare professionals to report falls under provincial 
legislation. British Columbia indicated that it has regulations that require immediate notification in 
the event of the death or impending death of a patient and require an approach to the next-of-kin. The 
facility must keep records of the notifications and must provide training for the healthcare 
professionals approaching the next-of-kin. Manitoba, Ontario, Nova Scotia, and Prince Edward 
Island also have legislative provisions for requesting permission from families. In light of the 
provincial nature of the legislative authority but recognizing the need for national uniformity in 
approaches, the Committee sees a role for a national body in monitoring such practices for 
effectiveness. It also suggests that the federal, provincial, and territorial ministers of Justice consider 
this issue at their next meeting. 


Witnesses discussed institutional-based standards. In particular, accreditation standards for 
hospitals were seen as a key mechanism for ensuring that they were held accountable for their 
performances. Witnesses felt the need for assurances that there are ongoing reviews and monitoring 
of performances in procedures for identifying, managing and procuring within a hospital. In 
particular, relevant centres need to demonstrate that they have the resources and the teams in place to 
perform properly. Witnesses concerned about tissue procurement and banking expressed the need 
for an accreditation mechanism for organ and tissue procurement agencies. Currently, accreditation 
is obtained through the Eye Banking Association of America, the American Blood Banking 
Association, the American Association of Tissue Banks and is expected in the future from the 
Foundation for Accreditation for Hematopoietic Cell Therapy. The Committee accepts these 
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suggestions for the use of accreditation as a means of monitoring procurement and proposes that the 
provincial accreditation bodies establish a category within the existing accreditation system that 
measures procurement performance for organs and tissues. 


Beginning at this stage of the donation/transplantation continuum, witnesses expressed a need 
for regulatory standards to govern the safety and quality of donated organs and tissues. The 
regulatory measures proposed by the federal government are currently still in draft form. Developed 
as part of a standards process, the current effort is called the Canadian General Standard for the 
Safety of Organs and Tissues used in Transplantation (CGS) and is now with the Canadian Standards 
Association. The CGS is also to include subsets on specific organs and tissues. A number of 
witnesses involved in tissue procurement and banking referred to the lack of national standards and 
the difficulty in maintaining standards in the face of declining hospital funding. They indicated a 
need for dynamic national standards, adjustable to changes in technology and knowledge, and 
monitored by an expert committee. The Committee is concerned that the standards process is taking 
such a long time. Although initiated at least as early as 1996 and extensively developed, they are still 
being processed by the Canadian Standards Association. The Committee would like to see them 
move more quickly to a final stage when they can be referenced under the Food and Drugs Act and 
implemented nationally. 


4. With the aim of addressing the preceding concerns about data, 
education, accountability and standards, the Committee 
recommends that the expert advisory group to the Canadian 
Transplant Network responsible for national oversight of 
potential donor identification, management and . eventual 
procurement from actual donors undertake the following 
activities: 


4.1 Facilitate the establishment of national databases on 
potential and actual donors utilizing the expertise of the 
Canadian Organ Replacement Register within the 
Canadian Institute for Health Information and relevant 
provincial organizations; 


4.2 Assist in public and professional education initiatives, 
including recognition and support of donor families and 


professional training on approaches to families of 
potential donors; 
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4.3 Encourage the development of systems to monitor 
hospital processes and to initiate measures including 


appropriate incentives such as reimbursement for positive 
action; 


4.4 Work with the F/P/T Conference of Ministers of Justice to 
evaluate mandatory request and reporting provisions 
under provincial Human Tissue Gift Acts; 


4.5 Monitor the standards development, implementation and 
revision process and ensure the effectiveness of 
regulatory standards for organ and tissue procurement, 
storage, and testing; and, 


4.6 Monitor standards and quality control mechanisms for 
laboratories. 


3. Expert Advisory Group on Waiting, Sharing and Allocation 
a. Data 


Two elements — waiting lists and allocation results — emerged in regard to data collection and 
assessment at this stage of the donation/transplantation continuum. The first focuses on the 
individuals waiting for organs or tissues and the second on the available organs and tissues and how 
they are allocated. 


Witnesses told the Committee that the numbers on waiting lists for organs continue to rise, some 
estimated a 68% rise since 1991. In 1997, more than 3,000 Canadians were on a waiting list for solid 
organs, and over 140 died when no organ became available. Witnesses suggested that from 15% to 
25% of those waiting for organs other than kidney and 6% of those waiting for a kidney would die 
without receiving the required organ. Data on deaths while on the waiting list are collected by 
CORR. It is unclear, however, whether these data include patients who died after being removed 
from the waiting list on the grounds that they would present too great a risk to transplant surgery. The 
Committee learned that, as the condition of patients deteriorates, some are never placed on the 
waiting list while others may be delisted until they have an acceptable chance at surviving surgery. 
The Committee feels that this is one area where CORR could collect more comprehensive data on 
deaths including those who had been delisted as well as those who did not survive long enough, or 
were never stable enough, to be placed on the waiting list. The status of these patients at the time of 
death should also be collected as this may affect reformulation of allocation algorithms. In addition, 
there could be further distinction within the waiting lists to show the number of patients awaiting 


retransplantation. 
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The Committee received less evidence about waiting times for tissues. Waiting time for corneas 
ranged from periods of approximately 3 to 6 months in Quebec and Ontario to 12 months to 2 years in 
British Columbia, Saskatchewan, Manitoba, and the Atlantic Provinces. The Committee feels that 
there are too few data available with respect to tissue; it sees a role for CORR in establishing a list of 
facilities that procure, store, and transplant tissue, and in supplying waiting lists for tissues wherever 
appropriate. 


The issue of the national waiting list for recipients of extra renal organs, run for several years on a 
voluntary basis by MORE Toronto, was subject to scrutiny. Proposals to replace the ad hoc system of 
faxing out a weekly list with a different electronic cost-shared system to implement a real-time time 
list were stalled when consensus could not be reached by all transplant centres. The Toronto group 
argued that it could no longer afford to invest financial and human resources into producing the 
weekly list which has subsequently been taken over by MORE London. Witnesses asserted that there 
is a need for a real-time waiting list for solid organs in order to ensure their fair allocation and that 
funds need to be allocated to establish this as soon as possible. In addition, MORE Ontario suggested 
that its automated allocation database system could be used as a model and starting point for such a 
national list. 


With respect to the allocation or sharing of organs and tissues, the Committee heard of 
inconsistencies between regions and of efforts to develop national algorithms for sharing organs and 
tissues. For organs in particular, a number of witnesses noted that clear allocation rules and 
guidelines were already developed or in the process of development. Beginning in 1991, 
organ-specific working groups were established, first for liver and then for lungs. For heart, kidney 
and pancreas, working groups to develop guidelines were formed in March 1999. The Committee is 
confident that the organizations entrusted with establishing and updating the allocation algorithms 
are well positioned for this task. It appreciates however the constraints that these groups have 
traditionally encountered and would like to see appropriate funding made available. 


Some witnesses argued that the allocation of tissues between provinces was suboptimal. With 
respect to corneas, it was noted that certain areas of Canada have unacceptably long waiting lists for 
corneas (i.e. Nova Scotia, British Columbia) while other centres are able to secure an adequate 
supply (1.e. Toronto, Quebec). This discrepancy was related to the poor sharing of corneas between 
regions, partially attributed to different accreditation standards at processing and banking facilities. 
For example, British Columbia, despite its long waiting list, will not accept corneas harvested in 
Ontario. Allocation figures for one Ontario bone bank suggested that, of 41 cadaveric donors and 
153 living donors of femoral heads, 724 pieces of bone had been distributed predominately in 
Ontario but also had been sent to Quebec, British Columbia, Alberta, Nova Scotia, Manitoba and 
Israel. 


Witnesses saw an additional requirement for data collection on the locations and destinations of 
procured organs and tissues. This would permit assessment of the general outcomes of allocation as 
well as specific information on such variables as wasting, or non-use, of organs and tissues. For 
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many, data collection and analysis are necessary to identify and change any deviations from or 
deficiencies in the algorithms. The Committee agrees with those who suggested the Ho of 
an oversight committee empowered to look at and to act on data results. 


b. Education 


Witnesses explained that, if such data on waiting lists and subsequent allocations were collected 
and assessed, the results could be used for both public and professional education. For example, the 
information could be part of public campaigns to assure people that the criteria for placement and 
assignment of particular status to an individual on a waiting list are part of an open and transparent 
system. In addition, the same data could be used to reinforce professional education efforts aimed at 
appropriate utilization of waiting lists and subsequent allocations. Such data would also provide a 
consistent source of information for the healthcare professionals involved in creating and revising 
algorithms for sharing. The Committee feels that the data collected with respect to the allocation of 
organs and tissues should subsequently be used for public education aimed at establishing trust and 
confidence in the donation/transplantation process and for professional education in updating and 
adhering to algorithms. 


The Committee heard about some aspects of the current allocation strategy for donor liver 
sharing. The criteria are revised yearly and consist of four dominant ones: medical urgency, location, 
matching (blood types A, B, and O), time waiting. There are also additional issues that are not 
included in the algorithm or numerical rules but may be considered as relevant such as the distance 
between the donor centre and the recipient centre, the physical size of the organ, and relevant 
attributes of the potential recipient. For medical urgency, there are specific classifications as follows: 


4F Intubated patient in ICU with fulminant hepatic failure (FHF). Death is imminent. 


4  Intubated patient in ICU due to severe liver disease but not satisfying definition of FHF. 
Death is imminent. 


3F Patient in ICU (or other CCU) due to FHF who has a high mortality risk. 


3 Patient in ICU due to liver disease with one or more features of deteriorating liver function 
(i.e. high serum creatinine or grade 3 encephalopathy despite therapy). 


2 Patient in hospital but stable, or a patient with a liver tumour, or a patient waiting for a 
combined liver/intestinal transplantation. 


| Patient at home. 


O Temporarily on hold (patient may be temporarily delisted because they may present too 
great a risk for surgery). 
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Witnesses felt that clearer communication about waiting lists and allocation criteria 
accompanied by consistent data would increase cooperation within both the general public and 
healthcare professionals. Education aimed at these concerns could be included in continuing 
education programs for physicians and nurses. The Committee agrees that ongoing training for 
procurement and transplant professionals on the allocation rules could be a means of fostering open 
communication With the public. 


c. Accountability 


Witnesses referred frequently to the need for allocation accountability, arguing that as a national 
issue, this requires national accountability mechanisms. They talked about the need for a national 
approach to ensure that allocation algorithms are properly used by individuals and organizations 
involved in the movement of organs from donor to recipient. Although some witnesses insisted that 
the most deserving patient always receives the available organ, others did not share this opinion. The 
Committee heard that, in the absence of a national structure, individual professionals and facilities 
set up informal telephone connections resulting in independent operations outside the system. 
Similar arguments were employed by witnesses in reference to tissues. For the Committee, national 
oversight in regard to allocation algorithms would ensure that the formulas are honoured. 


The background to the development of the liver allocation/sharing guidelines is revealing. These 
existed only because liver transplant physicians and surgeons saw the need for sharing mechanisms 
for high status patients and the requirement for consistent listing criteria required by such a sharing 
system. The guidelines were developed without governmental authorization or assistance; the 
working group relied on volunteerism from liver physicians and surgeons and transplant 
coordinators and financial support from pharmaceutical companies. 


The Committee heard from the Canadian Coordinating Office for Health Technology 
Assessment (CCOHTA) about its study on current criteria for adult recipient selection for heart, 
kidney and liver transplantation. CCOHTA noted that, although the centres generally practise 
similar methods of listing patients nationwide, they vary in the degree of importance given to certain 
criteria for patient listing. For example, some centres indicated that age or employment status were 
very important in decision making while others said they were not important. There were also 
differences among organ groups. Thus, while alcohol and illicit drug abuse were significant for 
heart, kidney and liver centres, tobacco use was very significant to heart. Heart programs also had a 
firm requirement for social and community support while kidney programs did not see these as vital. 
The Committee would like to see greater uniformity in listing criteria among Canadian centres. 


The export of organs and tissues outside the country also raised questions of accountability on the 
part of institutions that participate in such practices. For example, the Committee heard that, in some 
provinces, companies from the United States are purchasing tissues in order to sell them in the U.S. It 
was observed that when demand for tissues is low and donation rates are high, money can be made by 
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regional institutions that sell the tissues. The Committee feels that the ability to collect, monitor, and 


share data on organ and tissue allocation will diminish and ultimately eliminate the unnecessary 
export of organs and tissues out of the country. ) 


The Committee was interested to learn about a particular service offered by l’Association 
canadienne des dons d’organes that assists the provincial allocation process in Quebec. This 
not-for-profit organization committed to public awareness began in recent years to provide 
emergency service for transporting donated organs. For this purpose, it supplies fully equipped 
emergency vehicles but relies on the volunteer services of 2,000 police officers. Through close ties 
with Québec Transplant that directs calls from its coordinators, l’ Association canadienne des dons 
d’ organes provides the transportation link between hospitals and airports (or between hospitals) for 
the organs and medical teams. Funding for this project derives primarily from The Mutual Group and 
the Canadian Tire Foundation of Quebec supplemented by donations. The Committee would like to 
see further analysis on the possibilities for expanding this service throughout Canada. In particular, it 
is interested in the idea of partnerships with the private business sector. 


d. Standards 


The concerns of witnesses in relation to ethical principles or standards included questions about 
the assurance of confidentiality around data collection and the need for anonymity between donor 
and recipient. The Committee recognizes that data privacy issues are far reaching and seeks 
assurance that every precaution is taken, including consultation with federal and provincial privacy 
commissioners. 


Several witnesses referred to ethical concerns that arise out of allocation decisions and the need 
for equitable access to allocated organs and tissues. Several emphasized that donated organs are not 
an unlimited resource and therefore transplantation cannot be compared to other healthcare issues. 
They questioned whether there are situations where different treatment of potential recipients could 
be justified. For example, they mentioned individuals who had a history of smoking, drinking or drug 
use; who were not permanent residents; or who were seeking retransplantation. The Committee 
trusts that the organ-specific groups will consider fairly all such concerns in their formulation of 


allocation algorithms. 


Although witnesses talked about standards related to organ and tissue allocation, it was unclear 
whether they were referring to the need for professional standards or for regulatory standards. They 
pointed to the need for standards of allocation or sharing algorithms specific to each organ and tissue 
and the need for accreditation processes that recognized the criteria for transporting and storing 
organs and tissues. Many tissue banks indicated that allocation of tissues between regions requires 
recognized accreditation but that such accreditation is difficult for many facilities to attain due to the 
costs involved. In addition, some witnesses argued that consistency of allocation standards between 
provinces could provide clearer criteria for the ‘cross-border flow’ of organs and tissues. It was 
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suggested that properly implemented and monitored allocation standards would foster stronger 
nationwide sharing. The Committee agrees that the mandate of the national body should provide a 
strong oversight capacity to ensure adherence to allocation rules. 


5; With the aim of addressing the preceding concerns about data, 
education, accountability and standards, the Committee 
recommends that the expert advisory group to the Canadian 
Transplant Network responsible for national oversight of waiting, 
sharing, matching and allocation undertake the following 
activities: 


5.1 Facilitate the establishment of a national real-time waiting 
list for all solid organs such as heart, etc.; 


5.2 Assist in public awareness and professional education 
and training initiatives; 


5.3 Monitor the development of sharing algorithms for 
allocation and any mechanism for enforcement of sharing; 
and, 


5.4  Provide a tracking system for information and encourage 
policy development on the import and export of organs and 
tissues. 


4. Expert Advisory Group on Transplantation Outcomes 
a. Data 


Witnesses noted the need for multi-faceted collection and assessment of data for organ and tissue 
transplantation. The general public as well as healthcare professionals and policy makers want to 
know who receives transplants of organs and tissues, what organs and tissues they receive, where the 
procedures are done, how the procedure affects the presenting medical or health problem, and 
whether there are any unexpected adverse effects. 


Currently, the Canadian Institute for Health Information (CIHI) assembles retrospective 
transplantation statistics for organs. According to its database, 1,578 organ transplants were 
performed in Canada in 1997. This represents an increase of total transplants by almost 45% since 
1986, largely reflecting increases in extra-renal transplants. Proportionately, kidney transplants have 
increased less than those for other solid organs. The Committee heard, for example, that since 1981 


there have been more than 2,000 heart transplants performed in Canada, to an average of 160-180 
transplants per year. 
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For tissue information, there is no database equivalent to the CIHI one for organs. It is not 
Ss to obtain information on the numbers of tissue grafts performed; the amount of donated 
tissue; how much was used, banked or disposed of; or which facilities are performing the 
procurements and transplants. A number of witnesses from tissue groups expressed a desire to be a 
part of CIHI’s statistics-gathering efforts. Evidence provided on recent corneal transplantation 


showed a yearly range from 40 to 50 corneal transplants in Saskatchewan and Manitoba to 
1,000 corneal transplants in Ontario. 


The Committee sees several ways that the CORR program could be enhanced. For example, it 
could fill some gaps in the collection of data on children, particularly data on locations and outcomes 
of pediatric transplants. It could maintain lists of the number and frequency of retransplantation of 
solid organs, and if appropriate any tissues. It could establish a database on tissue transplantation, 
facilities and outcomes. 


b. Education 


The Committee was told of the perception, among both the general public and healthcare 
professionals, that organ transplantation is still an experimental procedure. There was some 
discussion of the fact that, although many transplant procedures are now considered to be standard 
medical practice, others are still investigational. Particular reference, for example, was made to the 
use of reproductive tissues in fertility procedures and to fetal tissue use for Parkinson’s Disease. 
Witnesses suggested that transplantation, like other medical practices, could benefit from clear 
information gained through cost and practice evaluation. This could, in turn, be shared with both the 
public and the broader healthcare community. 


From the Committee’s perspective, these concerns over effectiveness and efficiency in 
transplantation should be addressed in public education campaigns and in professional training 
programs. The public needs to know what works and what does not work in relation to 
transplantation. In addition, healthcare professionals need to know when they are working in the 
realm of standard practice or experimental procedures. Results from the evaluation of 
transplantation outcomes should be readily available to the public and to professionals. For 
healthcare professionals involved in any stage of the donation/transplantation continuum, such 
information could be part of well-designed continuing education and training opportunities. 


The Committee would like to extend a special acknowledgement to the numerous individuals 
who as recipients or members of donor families along with multiple provincial and national 
organizations, already take an active role in the education of both the general public and healthcare 


professionals about transplantation. 
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c. Accountability 


In transplantation there are many players ranging from provincial governments through hospital 
or clinic facilities to healthcare professionals. For each transplantation, it is not only important that 
the public know what groups are responsible but also that the groups recognize what outcomes are 
expected from them. 


Witnesses frequently raised the cost effectiveness of organ transplantation when compared with 
alternative medical measures. They cited the $19, 500 for the hospital costs associated with a kidney 
transplant versus the $50,000 per year for maintaining an individual on dialysis. They also pointed 
out the significant difference in an individual’s quality of life after kidney transplantation. However, 
it was also noted that, from a health system perspective, dialysis savings are not immediately realized 
because as soon as patients are removed from the program, others from the dialysis waiting lists 
immediately take their place. 


When asked about other types of transplants, witnesses noted that no life-sustaining alternatives 
equivalent to dialysis exist. As they also pointed out, determining an average cost for any medical 
procedure is an inexact process and one tackled over several years by the federal/provincial 
Coordinating Committee on Reciprocal Billing. The CCRB looked at interprovincial billing rates 
for transplants, rates that were inclusive of the hospital per diem, but not of the physician 
fee-for-service, for an average length of stay for each procedure. It suggested the following organ 
transplant billing costs: $111,120 for heart and lung combined or just lung alone, $82,400 for liver, 
and $75,220 for heart. For tissues, specifically bone marrow, they provided two costs: $33,400 with a 
48-hour discharge (autologous) or $80,400 for all other cases. 


Of the provincial government representatives who appeared before the Committee, few focused 
on the transplantation end of the continuum. Consequently, the Committee did not receive 
substantial data about physicians’ fees for surgical procedures or the costs absorbed by recipients. 
Only passing reference was made to the fact that some provinces provide limited coverage for such 
things as anti-rejection drugs, frequent follow-up visits, transportation and costs for 
away-from-home treatment. The Canadian Pharmacists Association provided an Ontario study 
showing costs of over $500 per month for the anti-rejection drug, Cyclosporine, that must be used for 
the individual’s lifetime. This organization called for a national pharmacare plan to cover medically 
necessary drugs. 


From the facility and medical practitioner perspective, some witnesses pointed to efforts to 
evaluate transplantation through assessments of survival rates. Witnesses commented that one-year 
rates for organ transplants have increased with the advancement of anti-rejection drugs. The best 
rates are associated with kidney transplants from living-related donors while the lowest rates are 
observed for recipients of lung or heart-lung combinations. The following describes an example of 
one-year survival rates as provided to the Committee: living-related kidney (98%); cadaveric kidney 
(95%); liver (90%); heart (85%); pancreas (79%); small intestine (70%); multi-organ (70%); lung 
(65%); heart-lung (65%). 
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Several witnesses noted that, without any requirements for transplant facilities to provide their 
success rates for procedures, these facilities are not held accountable for their performance. Such 
ne rates could include not only survival, but also other measures such as quality of living, 
activity of daily life, social productivity, etc. Other information could highlight the incidence of 
cancer which has been linked to some anti-rejection drugs. In addition, the Committee did not have 
the opportunity to hear from representatives of provincial colleges responsible for licensing 
physicians and nurses or from provincial hospital associations. Nonetheless, it did hear that 


witnesses see these groups as being the ones accountable for ensuring the best possible 
transplantation outcomes. 


For the Committee, accountability at this stage of the donation/transplantation continuum is 
crucial to ensuring full public support. A national perspective on transplantation outcomes would 
involve measures of survival at various intervals, of quality of life, and of repeated medical and 
surgical interventions. In addition, the Committee feels that the attempts at measuring cost savings 
are misleading without the inclusion of other variables such as the number of patients requiring 
retransplantation. 


d. Standards 


In ethical terms, witnesses called for equitable access for all Canadians. They focused on issues 
of age, gender, ethnicity, geographic area, economic status, and health status. They wanted 
assurances that the transplantation procedures would do more good than harm both in relation to 
extending an individual’s life as well as providing good quality of life. They also expressed the view 
that the individual good achieved for the recipient must be balanced against the collective good of the 
broader society. This was particularly in reference to the issue of the transfer of infectious diseases 
through transplantation. The Committee sees an oversight role for the Canadian Transplant 
Network, to ensure that transplantation services are accessible and beneficial to all Canadians. 


In regard to professional guidelines or standards, witnesses discussed accreditation for hospitals 
and licensing standards for physicians. They called for the establishment of clear standards to 
measure and monitor outcomes of both hospital and physician procedures and protocols. In addition, 
they emphasized the need for recognition of potential conflicts of interest between the care for a 
patient who might become a potential donor and the care of a patient hoping to become a recipient. 
The Committee wants accreditation of transplant facilities to be based upon their establishment of 
and compliance with standard protocols as well as their regular reporting of transplant outcomes. 


On the regulatory standards, most witnesses referred to the development of the Canadian 
General Standard for Safety of Organs and Tissues for Transplantation (CGS) and its specific organ 
and tissue subsets. The Committee was asked to assume that these standards are adequate and will be 
efficiently implemented, a difficult position to take in the absence of evidence. It notes with concern 
that formalizing the CGS has already taken several years and urges that the process be completed as 
expeditiously as possible. The Committee recommends that the Canadian Transplant Network 
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accept an oversight role in ensuring that these standards are effective. In particular, the Committee 
wants to ensure that adverse outcomes related to transplantation safety and quality are publicly 
recorded and that corrective actions are taken 1f deemed necessary. 


The other area of regulatory initiative touched on in the hearings was the Canada Health Act and 
the monitoring of the principles of accessibility, universality, portability, comprehensiveness and 
public administration. Portability was mentioned by the CCRB in its agreement on billing rates, but 
the Committee heard that comprehensiveness in relation to some tissue procedures 
(i.e. reproductive) might not be adequate. The Committee recognizes that establishment of a 
Canadian Transplant Network should be accompanied by an agreement between provinces on 
reciprocal billing around tissues as well as organs. It also suggests that continual assessments of the 
application of the Canada Health Act principles in relation to organ and tissue transplantation are 


important. 

6. With the aim of addressing the preceding concerns about data, 
education, accountability and standards, the Committee 
recommends that the expert advisory group to the Canadian 
Transplant Network responsible for national oversight of 
transplantation outcomes undertake the following activities: 

6.1 Facilitate the establishment of a national database to track 
transplantation outcomes utilizing the expertise of the 
Canadian Organ Replacement Register within the 
Canadian Institute for Health Information; 

6.2 Coordinate the development of public education and 
awareness programs employing recipients; 

6.3 Monitor professional performance and practice outcomes 
and assist in the development of related professional 
education and training; and, 

6.4 Establish a monitoring mechanism to assess whether the 
Canada Health Act principles apply and are enforced in the 
area of transplantation of tissues and organs. 
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CHAPTER 4 


RELATED ISSUES 


Over the course of the study, several issues were identified as having particular characteristics 
that made them distinct from the general considerations highlighted previously. This chapter of the 
report looks at children, donor families, and brain death. 


A. CHILDREN 


The Committee heard on several occasions about the particular needs of children. Issues 
included: individual consent, training for healthcare professionals in approaching families, 
allocations of organs, and data collection. 


In relation to individual intent and consent, some witnesses expressed concerns about the 
appropriateness of having parents register intent on behalf of their children. The Committee heard 
about the possibility of registering the donor choice of a child on his or her health card or through 
other possible consent mechanisms such as the income tax forms. Some witnesses pointed out that, 
obtaining prior consent from one parent could prove to be problematic in the event of family 
breakdown. 


Witnesses talked about the general unease experienced by healthcare professionals when 
approaching grieving families to request donation is particularly acute when the potential donor is an 
infant or child. While most witnesses acknowledged that these parents are particularly 
overwhelmed, some perceived that requests in such situations are unjustified while others felt that, 
when approached with the appropriate sensitivities, parents often feel good about producing a 
positive outcome from an otherwise tragic situation. 


In the area of allocation and transplantation, many witnesses described how pediatric cases 
create unique sharing necessities. In addition to the required tissue compatibility when matching a 
donor organ or tissue to a potential recipient, there must also be size compatibility when considering 
primarily the heart and lungs. These organs cannot be reduced in size in order to fit within the smaller 
chest cavity of a child. Likewise, the heart of an infant would not be able to perform sufficiently 
within the chest of a grown man. The Committee heard that because of this need to match in size, 
particularly with the heart and lungs, it is important to promote the need for younger donors and it is 
necessary to apply size restrictions in allocation algorithms. 


The CORR program at CIHI indicated that it collects data for transplants performed on children 
under 17 years of age. With respect to donors, the current CORR annual report shows that in 1996 
there were 49 organ donors in Canada who were 14 years of age or younger. Additionally, there were 
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28 pediatric kidney transplants and 40 pediatric liver transplants. Information from CORR also 
showed that unlike the older age ranges in which an intra-cranial event is a significant proportion of 
the causes of death, motor vehicle accidents and unknown or other causes were the predominant 
cause of death for those 14 years of age and under. The Committee heard that some of the causes of 
death in the very young such as shaken baby syndrome and crib death are unique to that age range. 


Of the considerable discussion generated on brain death, the Committee heard that, although the 
criteria for brain death in adults are well established and generally accepted throughout the medical 
community, this is not the case for brain death in the very young. Three Canadian neurological 
associations have recently proposed additional criteria for the diagnosis of brain death in neonates 
and young children; these are discussed in the brain death section of this chapter. 


7. The Committee understands the unique requirements of the 
pediatric transplant recipients and recommends that the new 
national body oversee that: 


7.1 The real-time waiting lists for solid organs include a 
distinction of all pediatric cases; 


7.2 All sharing rules established for heart and lungs take into 
account the pediatric requirements; and, 


7.3 The Canadian Organ Replacement Register include in its 
data collection a distinction of all pediatric figures. 


B. FAMILIES OF DONORS 


According to the majority of witnesses, the involvement of family is indispensable, primarily at 
the donation end of the continuum. Witnesses felt that it is essential for families to discuss individual 
intent with respect to organ donation. The Committee was told that, when families know the wishes 
of individuals they will seldom refuse when approached about organ donation. In fact it was 
indicated that families would consent up to 96% of the time if aware of the individual’s intent, 
compared to only 58% of the time if unaware of the intent. Several discussions focused on 
mechanisms for encouraging family discussions. These included the need to establish a specific area 
on donor cards to ask about family discussion and perhaps a space for the name of a close family 
member who has witnessed the individual’s intent to donate. 


The Committee members expressed a particular interest in promoting more frequent family 
discussion on organ and tissue donation and considered ways to bring this issue to a greater number 
of Canadians. Recognizing that, as federal parliamentarians, they reach almost the entire population 


RELATED ISSUES 


through the regular dissemination of information to their constituents in their “householders,” they 


concluded that, these mail-out publications could provide a useful vehicle for promoting family 
awareness. 


8. To assist in the process of educating and involving families, the 
Committee recommends that: 


8.1 The Speaker of the House of Commons consider working 
with Members to develop an awareness insert for annual 
inclusion in the “householder” developed by each Member 


of Parliament at a time close to National Organ Donor 
Week. 


Family involvement, particularly where the potential donor’s intent is known, was considered 
vital to the procurement stage. The Committee heard arguments both for and against the practice of 
approaching families for consent, even when the potential donor has clearly indicated an intent to 
donate (for example, through health card, driver’s licence or donor card). Several witnesses felt that 
family members have no right to override an individual’s wishes while others observed that it would 
create ill will and more grief to dismiss family wishes. 


9. The Committee agrees that the involvement of families in the 
donation process is essential and recommends that the new 
national body oversee that: 


9.1 Any national public awareness campaign on donation 
provide reassurance that consent of next-of-kin will be 
acquired regardless of the patient’s intent status. 


Witnesses argued that the families who consent to donation are the “real heroes” and as such, 
deserve to have tangible national recognition for the gift that they make possible and the lives saved 
or improved because of their generosity. Two suggestions emerged: first, that a medal or plaque be 
issued to the family in honour of the donor and second, that a ceremony be held annually in which the 
family would be recognized and acknowledged. Currently, both actions take place in Canada, 
however, as local initiatives, they prove quite costly to local organizations. 


10. The Committee agrees that the donors deserve recognition 
through their families and recommends that: 


10.1 The Governor General of Canada consider offering 
commemorative medals or plaques in a ceremony to all 
donor families. 
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C. BRAIN DEATH 


1. Definition and Basis of Brain Death 


The Committee heard that, traditionally death was pronounced when both the breathing and the 
heart had stopped. However, advances in technology have resulted in artificial means to maintain 
both of these life functions. The concept of brain death dates back to 1968 when it was proposed that 
death could be considered when the brain stopped functioning. Thus brain death was equivalent to 
death of the individual. This led to the establishment of committees throughout the world to set the 
criteria for the diagnosis of brain death. In 1987, a group of Canadian neurologists, neurosurgeons 
and neurophysiologists proposed a set of criteria which was subsequently adopted by the Canadian 
Medical Association (CMA). This was updated in January 1999 to include the criteria for diagnosis 
of brain death in neonates, infants and young children. 


The basis for brain death was also explained. The brain consists of two hemispheres, which 
comprise the cognitive portion of the brain, and a brain stem that connects these two hemispheres 
with the spinal cord. The brain stem contains vital control centres for breathing, heart rate, blood 
pressure, temperature and other functions necessary for the maintenance of life. Conditions exist in 
which patients may have a dysfunctional upper brain, hemispheres, or brain stem. These conditions 
are distinct from brain death and must be distinguished from it. The physician must determine that 
the hemispheres as well as the brain stem have irreversibly lost all function before pronouncing 
death. 


The Committee was told that the definition of brain death is the irreversible loss of the capacity 
for consciousness combined with the loss of all brain stem functions including the capacity to breath. 
In relation to organ donation, the prevailing medical view considers that brain death is synonymous 
with death. The outcome for the individual is death regardless of whether the patient will become an 
organ donor. The patient will be removed from all mechanical devices once brain death is 
established. Remaining on artificial support is not an option for a brain dead individual. In cases 
where the individual is to be maintained as a donor, the artificial support measures are retained only 
in order to maintain the organs for donation. Additionally, the Committee learned that the time of 
death on the death certificate is recorded as the time of brain death diagnosis, not the time at which all 
artificial support is withdrawn. | 


2. Criteria for Brain Death 


The criteria for the determination of brain death were developed such that any physician in any 
milieu could confidently diagnose it. All criteria must be met before a diagnosis of brain death can be 
made: 


"The patient must be unconscious. 


« The patient must be unable to breathe spontaneously and would therefore be on a 
ventilator. 


RELATED ISSUES 


There must be no response to external stimuli (verbal, pain). 


ee must be no response (eye movement) to passive head movements or to ice water 
Syringed into the ears. 


= There must be no blinking in response to touching the cornea. 
= There must be no pupil response to a bright light shone into the eyes. 


« The patient must be unable to maintain blood pressure, control fluids and electrolytes or 
body temperature. 


The physician also has to consider the patient’s body temperature when consciousness was lost 
and whether there are drugs in the patient’s system that could mimic brain death. In the event that 
brain death cannot be reliably confirmed clinically, usually due to injuries, it may be confirmed by 
the absence of cerebral perfusion as determined by cerebral angiography or radionuclide 
scintigraphy. 


3. Brain Death in Neonates, Infants and Young Children 


Diagnosis of brain death in neonates, infants and young children has been studied to establish 
whether the same criteria could be applied as are applied to adults. Recently the Canadian 
Neurocritical Care Group published practice guidelines for the diagnosis of brain death in the 
Canadian Journal of Neurological Sciences, which updated the criteria to include infants and 
children. These guidelines state that, in children older than two months post-term, the adult criteria 
for brain death diagnosis can be applied. Under this age the clinical criteria alone are not sufficient. 
For full-term newborns and young infants a radionuclide brain flow study should also be done. For 
infants two months to one year of age there should be two examinations and 
electroencephalograms separated by at least 24 hours, or a single EEG followed by a radionuclide 
brain flow study. For children over one year of age, an observation period of at least 12 hours is 
recommended. The diagnosis of brain death in pre-term infants is still uncertain. 


4. Safeguards 


There must be safeguards to ensure that brain death is never prematurely diagnosed. First, there 
must be a reason to suspect brain injury. The physician must be experienced in diagnosing it, and 
have no stake in the diagnosis; specifically it cannot be a transplant physician who makes the 
diagnosis. Also, the above criteria have to be established by two different physicians on separate 
occasions. The irreversibility of the state is established by allowing an interval of 2-24 hours between 
examinations. In cases where there is any doubt, another examination must be performed many 
hours later, possibly the next day. The diagnosis is never to be made hastily. 
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5. Arguments against Brain Death 


The Committee heard from some witnesses that acceptance of the brain death concept is not 
universal. A few witnesses expressed the view that brain death is perhaps not synonymous with death 
of the individual but merely a state in which death is imminent and inevitable. Other testimony stated 
that doctors must be sensitive to the fact that there are groups and individuals that do not accept the 
concept of brain death. 


Some testimony expressed doubts as to the infallibility of the diagnosis of brain death. This drew 
attention to the criteria followed for the diagnosis of brain death. A few witnesses feared that these 
criteria could be met while an individual was not actually brain dead. While the expert testimony on 
brain death did not dispute this, it was also pointed out that the diagnosis cannot be based solely on 
the satisfaction of the criteria. Attention to the safeguards eliminates the possibility of misdiagnosis. 
Several witnesses testified that recovery from brain death is impossible and that reports of recoveries 
from ‘the diagnosis of brain death’ were seen as examples of misdiagnosis. 


11. The Committee wants to ensure that the brain death criteria are 
applied consistently and recommends that the new national 
body, through its provincial and territorial members, encourage: 


11.1 Hospitals where donation takes place to develop clear 
protocols for determination of brain death, ensure 
professional and institutional accountability for each 
instance of a diagnosis, and provide thorough and 
periodic training for all healthcare professionals on the 
concept of and criteria for brain death. 
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CHAPTER 5 


FEDERAL RESPONSIBILITIES AND 
OPPORTUNITIES 


À primary goal for the Committee was to understand the appropriate role for the federal 
government in the development of national safety, outcome and process standards for organ and 
tissue donations, as well as in promoting public and professional awareness and knowledge 
regarding organ and tissue donation, procurement and transplantation. 


While witnesses were emphatic about the need for a federal presence in any national approach, 
they also supported some specific roles for the federal department of health. Witnesses readily 
acknowledged Health Canada’s authority under the Food and Drugs Act to generate and enforce 
regulatory standards on the safety and quality of organs and tissues and supported the federal 
regulation and inspection process to ensure compliance. Witnesses also stressed Health Canada’s 
ability to initiate nationwide awareness campaigns aimed at the public and healthcare professionals. 
In addition, witnesses pointed to ways that Health Canada can be involved through its ongoing 
efforts in health promotion and prevention, with specific population groups, and in general health 
system support. A few witnesses noted the role of the Medical Research Council (MRC) in 
supporting biomedical and related research. 


For many donation and transplantation issues, the federal government is seen as playing a major 
role through the suggested national body. However, for others, the Committee also saw room for a 
complementary but independent role by the federal government, primarily through Health Canada. 
In particular, the Committee feels that the Minister of Health can take immediate steps to address the 
following identified needs and to advance the area of donation and transplantation. Once established, 
the Canadian Transplant Network can then assume further sustaining steps. 


A. STANDARDS 


1. General 


The importance of the Health Protection Branch in conducting ongoing regulatory work 
(through the Therapeutic Products Programme (TPP) on blood, tissues, and organs was 
unchallenged by witnesses. The Committee observed the current presence of regulations for blood 
and semen and sees a clear role for the federal government in developing similar regulatory 
standards for safety and quality in other organ and tissue areas. 
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Outcome and process standards are addressed more thoroughly under the considerations for a 
national framework. Some witnesses have argued that much of this would relate to professional and 
facility standards and would therefore fall under provincial jurisdiction. The Committee agrees in 
large part with this analysis but has already emphasized the need to ensure that, not only safety, but 
also availability, equitable distribution, and ultimate results are achieved. Part of the focus on 
outcomes relates to the need to monitor transplants for adverse outcomes. Much of the attention is on 
infectious diseases, but other negative outcomes leading to reduced quality of life or 
retransplantation could possibly be part of Health Canada’s efforts at surveillance, either through the 
TPP or through the Laboratory Centre for Disease Control. 


As already noted, the process of formalizing the Canadian General Standard for Safety of Organs 
and Tissues for Transplantation has taken several years. Given the frequent calls for strong national 
safety standards, the Committee seeks confirmation that the CGS and its subsets will shortly be given 
the authority of regulation through reference in the Food and Drugs Act. The Committee is pleased 
that the TPP supports regular review and revision of these national standards and that TPP expects to 
receive conformity assessment reports from transplant programs within one year after regulatory 
enactment. 


12. The Committee therefore recommends that: 


12.1 The Minister of Health ensure that the Canadian General 
Standard for Safety of Organs and Tissues for 
Transplantation and its subsets be approved and made 
mandatory through incorporation by reference into 
regulations made under the Food and Drugs Act as soon as 
possible, preferably within six months; 


12.2 Health Canada provide annual public reports of the review 
process and any revisions of the standards. 


2. Xenotransplantation 


The question of standards for xenotransplantation is a more complex matter. The Committee 
received a draft of a proposed Canadian Standard for Xenotransplantation and was told that no 
xenotranspiantation has yet been approved by Health Canada. However, it is also aware that the 
transfer of live animal cells, tissues or organs into humans is increasingly viewed as one possibility 
for overcoming human organ shortages. Health Canada stated that, in the absence of an explicit 
regulation, xenografts are considered to be a therapeutic product and governed as such by the Food 
and Drugs Act. This means that under the Regulations, submissions for clinical investigations or 


clinical trials involving xenografts could be approved by TPP in the future. The Committee is 
concerned about this process. 
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Witnesses were divided in their views as to whether Canada should pursue research into 
xenotransplantation. Most witnesses who supported a ban in this area based their view on ethical 
grounds but others testified that the potential safety risk to the public, although as yet unproven, was 
sufficient to justify a complete ban on research. Other witnesses said that any unanswered questions 
about xenotransplantation could be resolved only through research and that the potential benefits of 
xenotransplantation justify pursuing the research. The potential safety risks to the general public 
were acknowledged by most witnesses; however, supporters of this research held the view that 
properly designed experimentation to explore this risk could supply the answers without risking the 
health of any individuals. When asked about the guidelines followed for xenotransplantation 
research, the MRC reported that the Tri-Council Policy Statement on Ethical Conduct currently 
binds its researchers when research involves humans; researchers would presumably be required to 
adhere to any regulatory standards as well. 


13. The Committee feels that the issue of research into 
xenotransplantation needs more informed public debate under a 
clearly identifiable institution. The Committee recommends that: 


13.1 All research or other activities in the area of 
xenotransplantation be open and transparent to the public; 


13.2 Health Canada be proactive in providing information to 
and consulting with the public; 


13.3 Health Canada ensure that clinical trials for xenografts not 
be approved until the proposed xenotransplantation 
standards are enforceable; and 


13.4 The Medical Research Council, and any other federal 
granting body, ensure that its researchers adhere to any 
established standards. 


B. INFORMATION DISSEMINATION 


The dissemination of health information, one of Health Canada’s most visible roles, is performed 
through conferences, publications and, more recently, information technology initiatives such as the 
Canadian Health Network. Developments within Health Canada’s Office of Health and the 
Information Highway support an infostructure to provide reliable and equitable access to health 
information. The department’s use of social marketing strategies targets individuals seen as key 
influencers in program and policy development and specific segments of the general public who 
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need an information base for health decisions. All these endeavours suggest to the Committee that 
the broader public, as well as healthcare professionals, may soon benefit from enhanced health 
knowledge. 


At present, Health Canada provides information through general initiatives and those targeted at 
specific groups such as children, seniors, and women. Ongoing efforts could easily be adapted or 
supplemented to provide multi-faceted ways of ensuring that the facts of donation and 
transplantation are readily available to the public and to the healthcare professionals. In addition, the 
Aboriginal Health Institute for information dissemination, human resources development, and 
healing practices is seen as a possible vehicle for enhancing the focus on tissue and organ needs. 


14. The Committee has already identified multiple areas where 
information is needed to educate the public and professionals 
and recommends that: 


14.1 Health Canada use its existing initiatives to develop and 
disseminate specific information in collaboration with the 
numerous organizations already active in this area. 


C. PREVENTION 


A few witnesses pointed out that prevention is one avenue to reducing the need for organ and 
tissue transplantation. Several of the organizations that promote awareness of the need for donation 
also promote the need for increased public and professional education to prevent, or to detect at an 
early stage, those factors contributing to outcomes such as organ failure. For example, the Canadian 
Liver Foundation supports research and education into the causes and prevention of liver disease 
while the Canadian National Institute for the Blind conducts prevention efforts through the E.A. 
Baker Foundation for the Prevention of Blindness. 


These groups emphasized the need for Health Canada’s support to ensure national coordination 
of research and information dissemination related to prevention. Health Canada already assumes 
significant responsibility for developing partnerships and for ongoing surveillance in areas such as 
diabetes which is associated with damage to the kidneys, heart and eyes. The Committee heard that 
Health Canada plays a key role in diabetes education through the Medical Services Branch and its 
work with First Nations and Inuit communities. The high rate of diabetes within the Aboriginal 
population has in turn led to the probability of increased renal transplantation. While not providing 
specific details of spending, the departmental representative indicated that significantly less money 


was spent by the federal government on prevention efforts compared to transplantation through the 
Non-Insured Health Benefits Program. 
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15. The Committee believes that more focus on the prevention of 
disease conditions contributing to organ failure and tissue needs 
is essential and recommends that: : 


15.1 Health Canada take a lead role in identifying key areas 
where prevention and early detection would reduce the 
demand for organs or tissues; and, 


15.2 Health Canada establish a specific program to promote 
work in this area. 


D. RESEARCH 


The Committee heard testimony on the state of biomedical research in Canada dealing with 
organ and tissue donation and transplantation. Xenotransplantation was a frequent topic but the 
Committee also heard about research in the fields of immunosuppression, prevention and in 
breakthrough technologies such as tissue engineering and artificial organs and tissues. 


Given the current critical shortage of organs and some tissues, the Committee believes strongly 
that any research into improving the viable lifetime of the transplanted organs, enhancing patient 
quality of life, reducing the number of patients requiring retransplantation and finding alternate 
sources for tissues and organs should be encouraged. Instead the Committee was told that federal 
funding of this research is inadequate. The Medical Research Council (MRC) informed the 
Committee that it currently invests $1.6 million per year to 24 projects directly involved in organ and 
tissue transplantation. This figure is approximately doubled when provincial and non-profit 
agencies are included. The Committee was told that on a per capita basis the United States spends 
30 times more on transplantation research than does Canada and that the large majority of funds are 
obtained from the pharmaceutical industry. 


MRC described its areas of funding related to organ and tissue research. These included: seven 
grants on bone marrow transplants for leukemia, seven on development of alternatives to organ 
transplants (i.e. artificial organs and tissues), four on islet cell transplantation for diabetes, four on 
liver transplantation and two on preliminary aspects of xenotransplantation. MRC also indicated that 
a number of these projects are focused on the problem of tissue rejection. Future plans for research 
into this area centre around the creation of the Canadian Institutes for Health Research (CIHR), 
which, the Committee was informed, includes a proposal for an Institute for Immunology and 


Transplantation Research. 
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16. The Committee recommends that: 


16.1 Additional federal funding be provided for transplantation 
research; and 


16.2 Such research be broadened to cover a fuller range of 
health issues, including the biomedical concerns, social 
issues, prevention, and practice outcomes. 


E. HEALTH SYSTEM SUPPORT 


The Committee is aware that the provinces have full discretion for specific hospital and 
physician health services. In relation to transplantation concerns, the provincial governments 
address waiting lists, critical care and emergency services, and diagnostics. Several witnesses did, 
however, call for funds to support hospital initiatives in procurement and transplantation. The 
Committee does see possibilities for funding pilot projects related to primary care and integrated 
service delivery through the Health Transition Fund. For example, the Committee heard about 
several innovative pilot projects that are generating evidence about physician or nurse 
communication with donor families and about the role of coordinators in enhancing procurement of 
organs and tissues. 


The Committee also saw the renewed commitment by many provinces to the principles of the 
Canada Health Act evident in the Social Union as supportive of efforts to monitor and measure 
outcomes in the area of transplantation. The national partnership on Coordinating Committee 
Reciprocal Billing chaired by HC provided one example of ways to ensure portability between 
provinces by establishing agreement on transplant costs. In addition, Health Canada could track 
inequities in access to medically necessary transplantation procedures and apply financial penalties 
for non-compliance with national principles or extra billing and user fees. For example, the 
Committee heard about limited access to procedures requiring reproductive tissues. 


17. The Committee recommends that: 


17.1 Health Canada examine the possibility of joint efforts with 
the provinces and territories to establish relevant projects 
through the Health Transition Fund; and, 


17.2 Health Canada, working with the national body, monitor 
compliance with the Canada Health Act as it affects 
transplantation and if necessary, enable the establishment 
of a federal/provincial/territorial mechanism for resolving 
any concerns. 
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F. TRANSITION 


In the view of the Committee, action is needed immediately. It urges the federal, provincial and 
territorial governments to move quickly to address the urgent issues arising from inadequacies of 
donor numbers versus transplantation needs. The Committee recognizes that a fully operational 
national body cannot be established immediately. It heard from the National Coordinating 
Committee on Organ and Tissue Donation and Distribution (NCC) that, in its work for the F/P/T 
Advisory Committee on Health Services (ACHS), it is currently focussing on four key national 


concerns: accreditation standards, sharing algorithms, tracking system for allocation, and transplant 
access. 


The Committee feels that, in the short period of transition to a permanent national oversight body, 
the NCC could act in an oversight advisory role to advance the needed work. With secretariat and 
other support from appropriate personnel at Health Canada, the NCC could ensure that the 
preparatory coordination work to assist the national body begins immediately. This new 
responsibility for the NCC is not intended to pre-empt, make redundant or negate their current work. 
Additionally, it is not the intention of the Committee to further burden members of the NCC who are 
volunteering their time and expertise. | 


18. Therefore, the Committee recommends that: 


18.1 While pursuing sustained efforts to establish a national 
body, the federal Minister of Health immediately seek 
support from the National Coordinating Committee on 
Organ and Tissue Donation and Distribution and provide it 
with a small team of Health Canada personnel to initiate 
action. 


18.2 The National Coordinating Committee on Organ and 
Tissue Donation and Distribution provide a progress 
report to the House of Commons Standing Committee on 
Health within six months. 
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CHAPTER 6 


CONCLUSION 


Canada is currently facing a serious situation with respect to organ and tissue donation and 
transplantation. In contrast to a commendable transplantation reputation, extremely low donor 


numbers have resulted in ever-expanding waiting lists. Donors are being denied opportunities to 
donate while potential recipients are dying. 


The Committee is sensitive to the complexity of the donation/transplantation continuum. It is 
aware of the multiple levels of responsibility shared among federal, provincial and territorial 
governments, national and regional organizations, individual hospitals (and other healthcare 
facilities), individual professionals and the public at large. Each plays a significant role in optimizing 
the organ and tissue donation and transplantation process. However, the current system has been 
described as fragmented and piecemeal, one clearly in need of a coordinated national approach. This 
is the framework that the Committee has delineated in this report; one that integrates all the players 
and all the pieces but supports the need for a multi-pronged solution. 


The first area of concern, that of donor intent, can most productively be addressed through 
education and this is an area in which the federal government can play a part working alongside the 
many existing groups. A properly executed awareness or education campaign will then leave the 
onus on individual Canadians to consider the issue, make a decision with respect to intent, and voice 
the intention to loved ones. 


To the Committee, it is the second stage of the continuum, donor identification, management, 
and procurement, where the most significant effect can be made on increasing donor numbers. A 
commitment to increase the identification and ultimate procurement of donors at the critical care or 
intensive care facility will expand responsibility for the provinces, regions, hospitals, OPOs and 
individual professionals. 


Within the context of waiting, sharing, matching and allocation, the Committee envisioned some 
level of national responsibility due to the accessibility and interprovincial aspects. The Committee 
also believes that involvement of professional organizations in consultation with voluntary 
organizations is essential for establishing and maintaining waiting lists and allocation algorithms. 
This is one area where national oversight could ensure greater compliance. 


The final stage of the continuum, transplantation, involves the provinces, hospitals, and 
healthcare professionals. Nationally, the Committee feels that there is a role to be played with respect 
to data collection and education. Federally, there is a role in the enforcement of standards under the 
Canada Health Act and the Food and Drugs Act. 
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In undertaking this study, the Committee resolved to seek a solution that could result in 
immediate action while ensuring continuing and cohesive efforts. In supporting a national 
framework to address the numerous donation and transplantation needs, it hopes that all Canadians 


will benefit. 


LIST OF RECOMMENDATIONS 
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CANADIAN TRANSPLANT NETWORK 


af In light of the repeated calls for a national coordinating and 
integrating body to provide oversight in this emergent healthcare 
area, the Committee recommends that: 


1.1 The federal/provincial/territorial ministers of health 
establish the Canadian Transplant Network to oversee 
organ and tissue donation and transplantation; 


1.2 The federal Minister of Health ensure that the 
establishment of such an organization and accompanying 
strategy be discussed formally with provincial and 
territorial counterparts within the next six months; 


1.3 This organization have a permanent secretariat and an 
appropriate budget; 


1.4 This organization provide annual public reports through 
the F/P/T Conference of Ministers of Health; and, 


1.5 This organization provide annual reports through the 
federal Minister of Health to Parliament on results accrued 
from federal contributions and such reports be considered 
in connection with National Organ Donor Week. 


ORGANIZATION OF CANADIAN TRANSPLANT NETWORK 
2: The Committee therefore recommends that: 


2.1 The Canadian Transplant Network be composed of four 
permanent program areas using expert advisory groups to 
address respective areas: individual donor intent; 
potential and actual donor identification and management; 
sharing, matching and allocation of donated organs and 
tissues; and transplantation outcomes; 
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2.2 The expert advisory groups be composed of members 
drawn from existing organizations involved in organ and 
tissue activities and rotated on a regular basis; 


2.3 The expert advisory groups be responsible for providing 
direction to the Canadian Transplant Network on the 
establishment of goals and the measuring of outcomes; 
and, 


2.4 These goals and outcomes be included in the annual 
report produced by the Canadian Transplant Network on 
each specific program area. 


EXPERT ADVISORY GROUP FOR DONOR INTENT AND CONSENT 


3. 


With the aim of addressing the preceding concerns about data, 
education, accountability and standards, the Committee 
recommends that the expert advisory group to the Canadian 
Transplant Network responsible for national oversight of 
individual intention to donate undertake the following general 
activities: 


3.1 Monitor the progress and effectiveness of existing 
provincial intended donor registries with a view to 
determining any future national role; ; 


3.2 Assist in the design and implementation of ongoing 
national public awareness and education campaigns with 
required evaluation; and, 


3.3 Assist in the design and implementation of ongoing 
national professional education and training campaigns 
with required evaluation. 


EXPERT ADVISORY GROUP ON DONOR IDENTIFICATION, 


MANAGEMENT AND PROCUREMENT 


With the aim of addressing the preceding concerns about data, 
education, accountability and standards, the Committee 
recommends that the expert advisory group to the Canadian 


Transplant Network responsible for national oversight of 
potential donor identification, management and eventual 
Procurement from actual donors undertake the following - 


activities: 

4.1 Facilitate the establishment of national databases on 
potential and actual donors utilizing the expertise of the 
Canadian Organ Replacement Register within the 
Canadian Institute for Health Information and relevant 
provincial organizations; 


4.2 Assist in public and professional education initiatives, 
including recognition and support of donor families and 
professional training on approaches to families of 
potential donors; 


4.3 Encourage the development of systems to monitor 
hospital processes and to initiate measures including 
appropriate incentives such as reimbursement for positive 
action; 


4.4 Work with the F/P/T Conference of Ministers of Justice to 
evaluate mandatory request and reporting provisions 
under provincial Human Tissue Gift Acts; 


45 Monitor the standards development, implementation and 
revision process and ensure the effectiveness of 
regulatory standards for organ and tissue procurement, 
storage, and testing; and, 


4.6 Monitor standards and quality control mechanisms for 
laboratories. 


EXPERT ADVISORY GROUP ON WAITING, SHARING AND ALLOCATION 


5. With the aim of addressing the preceding concerns about data, 
education, accountability and standards, the Committee 
recommends that the expert advisory group to the Canadian 
Transplant Network responsible for national oversight of waiting, 
sharing, matching and allocation undertake the following 
activities: 
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5.1 


5:2 


5.3 


5.4 


Facilitate the establishment of a national real-time waiting 
list for all solid organs such as heart, etc; 


Assist in public awareness and professional education 
and training initiatives; 


Monitor the development of sharing algorithms for 
allocation and any mechanism for enforcement of sharing; 
and, 


Provide a tracking system for information and encourage 
policy development on the import and export of organs and 
tissues. 


EXPERT ADVISORY GROUP ON TRANSPLANTATION OUTCOMES 


6. With the aim of addressing the preceding concerns about data, 
education, accountability and standards, the Committee 
recommends that the expert advisory group to the Canadian 
Transplant Network responsible for national oversight of 
transplantation outcomes undertake the following activities: 


6.1 Facilitate the establishment of a national database to track 
transplantation outcomes utilizing the expertise of the 
Canadian Organ Replacement Register within the 
Canadian Institute for Health Information; 

6.2 Coordinate the development of public education and 
awareness programs employing recipients; 

6.3 Monitor professional performance and practice outcomes 
and assist in the development of related professional 
education and training; and, 

6.4 Establish a monitoring mechanism to assess whether the 
Canada Health Act principles apply and are enforced in the 
area of transplantation of tissues and organs. 

CHILDREN 
i: The Committee understands the unique requirements of the 


pediatric transplant recipients and recommends that the new 
national body oversee that: 


eee 


7.1 The real-time waiting lists for solid organs include a 
distinction of all pediatric cases; 


7.2 All sharing rules established for heart and lungs take into 
account the pediatric requirements; and, 


7.3 The Canadian Organ Replacement Register include in its 
data collection a distinction of all pediatric figures. 


FAMILIES OF DONORS 


8. To assist in the process of educating and involving families, the 

Committee recommends that: 

8.1 The Speaker of the House of Commons consider working 
with Members to develop an awareness insert for annual 
inclusion in the “householder” developed by each Member 
of Parliament at a time close to National Organ Donor 
Week. | 


9. The Committee agrees that the involvement of families in the 
donation process is essential and recommends that the new 
national body oversee that: 

9.1 Any national public awareness campaign on donation 
provide reassurance that consent of next-of-kin will be 
acquired regardless of the patient’s intent status. 


10. The Committee agrees that the donors deserve recognition 
through their families and recommends that: 
10.1 The Governor General of Canada consider offering 
commemorative medals or plaques in a ceremony to all 
donor families. 


BRAIN DEATH 


11. The Committee wants to ensure that the brain death criteria are 
applied consistently and recommends that the new national 
body, through its provincial and territorial members, encourage: 


11.1 Hospitals where donation takes place to develop clear 
protocols for determination of brain death, ensure 
professional and institutional accountability for each 


i 
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instance of a diagnosis, and provide thorough and 
periodic training for all healthcare professionals on the 
concept of and criteria for brain death. 


STANDARDS 
12. The Committee therefore recommends that: 


12.1 The Minister of Health ensure that the Canadian General 
Standard for Safety of Organs and Tissues for 
Transplantation and its subsets be approved and made 
mandatory through incorporation by reference into 
regulations made under the Food and Drugs Act as soon as 
possible, preferably within six months; 


12.2 Health Canada provide annual public reports of the review 
process and any revisions of the standards. 


13. The Committee feels that the issue of research into 
xenotransplantation needs more informed public debate under a 
clearly identifiable institution. The Committee recommends that: 


13.1 Ail research or other activities in the area of 
xenotransplantation be open and transparent to the public; 


13.2 Health Canada be proactive in providing information to 
and consulting with the public; 


13.3 Health Canada ensure that clinical trials for xenografts not 
be approved until the proposed xenotransplantation 
standards are enforceable; and 


13.4 The Medical Research Council, and any other federal 
granting body, ensure that its researchers adhere to any 
established standards. 


INFORMATION DISSEMINATION 


14. The Committee has already identified multiple areas where 
information is needed to educate the public and professionals 
and recommends that: 


14.1 Health Canada use its existing initiatives to develop and 
disseminate specific information in collaboration with the 
numerous organizations already active in this area. 


PREVENTION 


15. The Committee believes that more focus on the prevention of 
disease conditions contributing to organ failure and tissue needs 
is essential and recommends that: 


15.1 Health Canada take a lead role in identifying key areas 
where prevention and early detection would reduce the 
demand for organs or tissues; and, 


15.2 Health Canada establish a specific program to promote 
work in this area. 


RESEARCH 
16. The Committee recommends that: 


16.1 Additional federal funding be provided for transplantation 
research; and 


16.2 Such research be broadened to cover a fuller range of 
health issues, including the biomedical concerns, social 
issues, prevention, and practice outcomes. 


HEALTH SYSTEM SUPPORT 
17. The Committee recommends that: 


17.1 Health Canada examine the possibility of joint efforts with 
the provinces and territories to establish relevant projects 
through the Health Transition Fund; and, 


17.2 Health Canada, working with the national body, monitor 
compliance with the Canada Health Act as it affects 
transplantation and if necessary, enable the establishment 
of a federal/provincial/territorial mechanism for resolving 
any concerns. 
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TRANSITION 


18. 


Therefore, the Committee recommends that: 


18.1 


18.2 


While pursuing sustained efforts to establish a national 
body, the federal Minister of Health immediately seek 
support from the National Coordinating Committee on 
Organ and Tissue Donation and Distribution and provide it 
with a small team of Health Canada personnel to initiate 
action. 


The National Coordinating Committee on Organ and 
Tissue Donation and Distribution provide a progress 
report to the House of Commons Standing Committee on 
Health within six months. 


APPENDIX A — LIST OF WITNESSES 


Associations and Individuals Date 


Health Canada Tuesday, February 2, 1999 


Dennis Brodie, A/Manager, Policy Division, Bureau of 
Policy and Coordination: 


André LaPrairie, Manager, Blood, Tissue, Organ and 
Xenotransplantation Project. 


National Coordinating Committee on Organ and 
Tissue Donation and Distribution 


Elizabeth Barker, Co-Chair and Director of Acute Care 
Programs, Nova Scotia Department of Health; 


Philip Belitsky, Co-Chair and Professor of Urology, 
Dalhousie University. 


Bruce Denniston Bone Marrow Society Thursday, February 4, 1999 
G. Campbell Hobson, President. | 

Canadian Association of Transplantation 
Jane Drew, President. 

Canadian Liver Foundation 
David Connell, President, Ottawa Carleton Chapter. 

Canadian National Institute for the Blind 


Gerard Grace, Vice-President, Marketing, Communication 
and Foundations. 


Canadian Ophthalmological Society 


Christopher Seamone, member of the Eye Bank 
Committee. 


Canadian Transplant Society 
Rolf Loertscher, President. 
Islet Foundation 
Alastair Gordon, President. 
Kidney Foundation of Canada 


Mary Catharine McDonnell, Volunteer — Chair, Link to 
Success Advisory Group. 


Parkinson’s Foundation of Canada 


J.M. Miyasaki. 


Associations and Individuals 


Date 


68 


Queen Elizabeth II Health Services Centre, Halifax 
Jim Mohr, Manager, Transplantation Services. 
“Fondation Lina Cyr” 
Lina Cyr, Executive Director. 
As Individuals 
Tina Colson-Burke; 
Larry and Denise Evans: 
Bert Hoferichter; 
James McLaren; 
Madeleine Murphy; 
Murray and David Sklar; 
Ron Thompson. 
H.O.P.E. Program, Alberta 
N.M. Kneteman, Director, Liver Transplantation. 
Manitoba Transplant Program 
John Jeffery, Director. 
M.O.R.E. Ontario 
Graham Scott, Chair. 


New Brunswick Organ and Tissue Procurement 
Program 


Ann Secord, Transplant Coordinator. 
Newfoundland O.P.E.N. Program 
Max Bishop, Director. 
Nova Scotia Multi-Organ Transplant Program 
A.S. MacDonald, Director. 
Québec Transplant 
Donald Langlais, Director. 
Saskatchewan Transplant Program 
Bette Boechler, Program Manager. 
Canadian Cardiovascular Society 


Stuart Smith, Member. 


Thursday, February 4, 1999 


Tuesday, February 9, 1999 


Thursday, February 11, 1999 


Wednesday, February 17, 1999 


Associations and Individuals Date 


London Health Sciences Centre Wednesday, February 17, 1999 


Bill Wall, Director of the Multi-Organ 
Transplantation Unit. 


McGill University Health Centre 

J.1. Tchervenkov, Director, Transplant Program. 
Toronto General Hospital 

Paul Greig, Director, Liver Transplantion. 
University of Ottawa Heart Institute 

Hon. Wilbert J. Keon, Director General. 
Victoria General Hospital 


Kevork Peltekian, Medical Director for Atlantic Canada 
Liver Transplantation Program. 


Canadian Bone Marrow Registry | Thursday, February 18, 1999 
Hans Messner, Director. 

Eye Bank of Canada 
David S. Rootman, Director. 

QE II Tissue Bank Health Sciences Centre 
Michael Gross, Medical Director. 

University of Alberta 


John Akabutu, Medical Director, Alberta Cord 
Blood Bank 


Medical Research Council of Canada Tuesday, March 2, 1999 


Francis Rolleston, Director, Ethics and International 
Relations. 


Ottawa Hospital 
Robert Nelson, Professor of Medicine (Neurology). 
University of Rochester, NY 


Aaron Spital, Associate Professor of Medicine, 
University of Rochester and Nephrology Unit. 


University of Victoria 
Eike-Henner Kluge, Chair, Department of Philosophy. 
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Associations and Individuals 


Date 
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As Individuals 
Michael Brear; 
Reuven Bulka; 
J.B. Dossetor; 
Ruth Oliver; 
John Yun. 
Calgary Regional Health Authority 
John Jarrell, Chief Medical Officer. 
Canadian Council on Health Services Accreditation 
Jules Martin, Associate General Director. 
Canadian Standards Association 


André Wisaksana, Project Manager, Standards 
Development. 


Health Canada 


Dennis Brodie, A/Manager, Policy Division, Bureau of 
Policy and Coordination; 


Brian Crowell, Director, Canadian Blood Secretariat; 


Antonio Giulivi, Associate Director, Bureau of 
Infectious Diseases, Blood-Borne Pathogens Divisions, 
Laboratory Centre for Disease Control; 


André LaPrairie, Manager, Blood, Tissue, Organ and 
Xenotransplantation Project. 


McGill University, Centre for Medicine, Ethics 
and Law 


Margaret Somerville, Gale Professor of Law. 
Toronto General Hospital 
Gary Levy, Director, Multi-Organ Transplant. 
Canadian Association of Organ Donations 
Richard Tremblay, President. 
“Fondation Diane Hébert” 
Isabelle Gendron, Executive Director. 
QE I Tissue Health Sciences Centre 


Mary Ellen Gurnham, Nursing Director. 


Tuesday, March 2, 1999 


Thursday, March 4, 1999 


Tuesday, March 9, 1999 


Associations and Individuals Date 


Quebec Transplant Tuesday, March 9, 1999 
Donald Langlais, Director. 

Alberta Health Thursday, March 11, 1999 
Prudence Taylor, Project Team Leader, Health Strategies 
Division. 


B.C. New Democrat Government Caucus 


Ed Conroy, Member of the Legislative Assembly, 
British Columbia 


British Columbia Transplant Society 
Bill Barrable, Chief Executive Officer. 

Capital Health Authority / The H.O.P.E. Program 
Kimberley Young, Transplant Education Coordinator. 


Gateway Information Facility for Transplant | 
Services 


Calvin Lee, Chief Operating Officer. 
Government of British Columbia 

Neil Fatin, Medical Consultant; 

Penny Priddy, Minister of Health. 
Canadian Association of Critical Care Nurses Tuesday, March 16, 1999 

Rosella Jefferson, Vice-President. 
Canadian Healthcare Association 

Larry Odegard, Executive Director; 

| Kathryn Tregunna, Director, Policy Development. 
Canadian Medical Association 

Gordon Crelinsten, Chair, Committee on Ethics; 

Carole Guzman, Associate Secretary General. 
Canadian Nurses Association 


Sharon Nield, Manager, Nursing Policy & Regulatory 
Support. 


Delaware Valley Transplant Program 


Howard Nathan, Executive Director. 


Associations and Individuals Date 
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Hospital for Sick Children Tuesday, March 16, 1999 
Diane Hébert, Expert in Transplantation; 
Sam Shemie, Director, Pediatric Organ Donation. 

Ottawa Hospital — Civic Campus 


Liz Anne Gillam-Eisen, Organ Donor / Trauma 
Coordinator. 


“Rose des Sables” 
Linda Peltier, Nurse, “Consultante en deuil”. 
Royal College of Physicans and Surgeons of Canada 
Michel Brazeau, Chief Executive Officer; 
James Hickey, Director, Fellowship Affairs. 
Toronto General Hospital 
Colleen Shelton, Clinical Nurse Specialist. 
University of Victoria 


Rosalie Starzomski, Ethics Consultant, Vancouver General 
Hospital and Health Sciences Centre. 


Canadian Institute for Health Information Thursday, March 18, 1999 
Daria Parsons, Manager, Clinical Data Services. 

Health Canada 
Bruce Davis, Director, Health Insurance Division; 


Sandra St. Germain, Chief, Canada Health Act, 
Compliance and Administration, Health Insurance 
Division and Chair, Coordinating Committee on 
Reciprocal Billing. 


M.O.R.E. Program of Ontario 
Gary Cooper, Executive Director. 
Mutual Group 
Robert Astley, President and Chief Executive Officer; 
Anne Cété-Kennedy, Director of Communications. 
University of Western Ontario 


Bhagirath Singh, Professor and Chair, Department of 
Microbiology and Immunology. 


Associations and Individuals Date 


Alberta Health Tuesday, March 23, 1999 
Prudence Taylor, Project Team Leader, Health Strategies 
Division. 

Donor Action Foundation 
Celia Wight, Manager. 


National Coordinating Committee on Organ and 
Tissue Donation and Distribution 


Elizabeth Barker, Co-Chair and Director of Acute Care 
Programs, Nova Scotia Department of Health: 


Philip Belitsky, Co-Chair and Professor of Urology, 
Dalhousie University. 


“Organizacion Nacional de Trasplantes”’ 
Blanca Miranda, National Transplant Coordinator. 
Partnership for Organ Donation (The) 
Carol Beasley, Managing Director. 
United Network for Organ Sharing 
William Pfaff, President. 
Canadian Blood Services Wednesday, March 24, 1999 
Lynda Cranston, Chief Executive Officer; 


Graham Sher, Vice-President, Medical, Scientific and 
Clinical Management. 


Canadian Coordinating Office for Health 
Technology Assessment 


John Dicaire, Chairman, Board of Directors; 
Hussein Noorani, Research Associate. 
Health Canada 


Jay Wortman, Director General, Non-Insured Health 
Benefits. 


Medical Research Council of Canada 


Mark Bisby, Programs Director. 
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APPENDIX B — LIST OF BRIEFS 
— ee eee eee 


Animal Alliance of Canada 


Jacqui Barnes, Director. 


British Columbia Law Institute 


Claudette Racette, Executive Director. 


Canadian Association of Tissue Banking Interest Group 
Michael Gross, Chair. 


Canadian Cystic Fibrosis Foundation 


Cathleen Morrison, Executive Director. 


Canadian Federation of Humane Societies 


Troy Seidle, Chair, Experimental Animals Committee. 


Canadian Organ Link Society 


Lawrence Weisgerber, Founder and Director. 


Canadian Pharmacists Association 


Noélle-Dominique Willems, Director of Government and Public Affairs. 


Catholic Health Association of Canada 


James Roche, Policy Analysis and Government Relations. 


Cromwell Associates Inc. (The) 
Alan de Jardin. 


“Établissement francais des greffes” 


Didier Houssin, Executive Director. 


Eye Bank Association of America 
Patricia Aiken-O’ Neill, President/CEO. 


Government of Saskatchewan 
Pat Atkinson, Minister of Health. 


Privacy Commissioner of Canada 
Bruce Phillips. 


Queen Elizabeth II Health Sciences Centre, Halifax 
Vivian McAlister, Transplant Surgeon; 


Jim Mohr, Manager, Transplantation Services. 


Rubinoff Bone and Tissue Bank 


David Howarth, Medical Director; 


Step by Step Foundation (The) 


John Totten, Chairman; 


As Individuals 


Sandra Crocker; 

Paul Dubord; 

Harry Emson; 

Alana Kainz; 

Harold Keeling; 

Hon. Jean-Maurice Simard; 
Maria Stranaghan; 

Robert Symons; 


Tony and Valerie Wright. 
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REQUEST FOR GOVERNMENT RESPONSE 


Pursuant to Standing Order 109, the Committee requests that the Government provide a 
comprehensive response to this Report. 


A copy of the relevant Minutes of Proceedings of the Standing Committee on Health (Meetings 
Nos. 58 and 61 to 80 which includes this Report) is tabled. 


Respectfully submitted, 


JOSEPH VOLPE 
Chair 
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REFORM’S MINORITY OPPOSITION REPORT 
ON THE STATE OF ORGAN TRANSPLANTATION 
IN CANADA 


Given the crisis in organ donation, the Standing Committee on Health was tasked to put forth a 
plan of action to revamp the appallingly low organ transplant rates in Canada. Many good 
suggestions were offered to the Committee. Unfortunately, these suggestions are buried in the 
Report that the Committee is putting out. Many extraneous, unnecessary issues and tasks are within 
the recommendations and these will detract from the immediate plan of action required and draw 
away limited resources from the essential, urgent solutions that must be implemented immediately. 
The Committee heard testimony from people who had lost children, or those who have loved ones on 
waiting lists. It is apparent that the failure to act wisely and effectively in the short term will result in 
more unnecessary deaths in our country. 


In spite of the Committee member’s working well together and sharing the common objective to 
reform our organ donor system, the Committee’s Report is bogged down with bureaucratic models, 
and deals with issues that are not urgently required. It is unfortunate that the Committee has missed 
the opportunity to put forth viable solutions and an immediate plan of action. Therefore, the Reform 
Party’s Opposition Minority Report will provide the following solutions for the Minister to take to 
his provincial and territorial counterparts to get an agreement that will result in a co-operative 


national strategy. 
Recommendations: 


1. That a national organ transplant coordinator be set up. 


The coordinator would manage two national registries: 
= A real-time national waiting list of potential recipients; and, 
= A real-time national waiting list of intended donors. 


All hospitals should be linked to the organ transplant coordinator through computer. There is 
currently a version of this model in British Columbia. 


80 


2. Mandatory reporting of all brain deaths to the national organ transplant 
coordinator. 


This recommendation was put forth by both the Hospital for Sick Children in Toronto and 
representatives from the Delaware Valley Transplant Program. Through this, one could: 


= determine the patient’s previous intent to be a donor; 
= ascertain whether the patient 1s medically suitable for donation; and, 


= link the potential donor with the potential recipient. This would facilitate best medical 
match between recipient and organ donor. 


3. Identify and educate existing hospital staff. 


Resources should be set aside to educate some physicians, and critical care nurses who will be 
tasked to approach a bereaving family for their consent to donate of their loved ones’ organs. 
There must be a decoupling of medical personnel treating the deceased patient and those 
approaching the surviving family members. In Spain and the United States, this dramatically 
improved organ donor rates. 


4. We must dramatically increase opportunities to be an organ donor 
within our country. 


Currently, the opportunities to tick off a document and become a donor are sporadic and 
infrequent at best. An opportunity should be presented to every adult once a year and this could 
happen through the doctors’ offices where a form could be on every patient’s chart. This form 
could then be given to the patient by the family physician who would then answer any questions 
the patient may have. The form must have three components. First, an explanation of organ 
donation. Second, a request to be an intended donor. Third, a request that the potential donors 
discuss their wishes with their loved ones. It is essential that intended donors communicate 
their wishes with their family. We found that, although more than 90% of Canadians support 
organ donation, only 52% of the time donor’s wishes were respected. Forty-eight percent of the 
time, their wishes were overridden by their loved ones. If the intended donors communicated 
their wishes with their family, those wishes were respected 92% of the time. 


5. A pool of funds should be available that would come from shared 
federal, provincial, territorial contributions. These would be targeted for 
organ transplantation. 


In this way, tragic situations such as the man who recently could not get a double lung transplant 
because of a lack of funds for hospital beds would be avoided. British Columbia has a pool of 
funds that accomplishes this goal. 


6. Recipients of organs should be able to meet the families of the donor if 
both parties are in agreement. 


7. A medal should be awarded to the donors or their families by the 


Governor General. This medal would publicly recognize their outstanding 
contribution to life. 


Given that Canada has one of the worst organ donor rates in the developed world, it is 
imperative that we act quickly and effectively to rectify this situation. On average, 150 
Canadians die every year waiting for an organ transplant. This number is only going to increase 
as the incidence of people with Hepatitis C and those with diabetes escalates, thus widening the 
gap between available organs and people needing them. 


Much of the full Committee’s Report can be a work-in-progress, but the 
aforementioned points in this minority report must be enacted now if we are 
going to save Canadian lives. 


We, the Members of the Reform Party of Canada, and Mr. Greg Thompson, of the Progressive 
Conservative Party of Canada, respectfully submit this Official Opposition Report in response to the 
Standing Committee on Health’s Study on Organ and Tissue Donation in Canada: 


Dr. Keith Martin (Esquimalt — Juan de Fuca) 


Mr. Germant Grewal (Surrey Central) 


Mr. Reed Elley (Nanaimo — Cowichan) 


Mr. Greg Thompson (New Brunswick Southwest) 
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DISSENTING OPINION OF THE 
BLOC QUÉBÉCOIS 
ON THE STANDING COMMITTEE ON 
HEALTH’S REPORT ON ORGAN DONATION 


The Bloc Québécois wants to thank the members and the staff of the Standing Committee on Health 
and all the interested parties who came to testify before the Committee. We can never tell the 
witnesses often enough how crucial their contribution is to our work as legislators. The Bloc 
Québécois does however want to voice certain concerns, not about one or more specific 
recommendations in the Report, but rather in general about the scope of those recommendations. 


Our position has always been that health is fundamentally a matter of provincial jurisdiction. This 
being the case, the fact that the recommendations in this Report are well intentioned and excellent of 
their kind must not be allowed to obscure certain basic political and constitutional facts. We will limit 
ourselves here to the political aspects because we believe that the Report presents fairly accurately 
the distribution of powers with regard to health. (With the possible exception of the Liberal 
government’s propensity to use its spending power constantly in this area.) 


In this spirit, and in that of the Report’s first recommendation, the Bloc Québécois considers that it is 
primarily the responsibility of the federal, provincial and territorial ministers of Health to decide on 
terms and conditions for managing organ donation in Canada. The recommendations in the Report 
are thus subordinate to the conclusions of the next federal/provincial/territorial meeting of health 


ministers. 
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ORGAN AND TISSUE DONATION AND 
TRANSPLANTATION 
MINORITY REPORT TO THE HOUSE OF COMMONS 
STANDING COMMITTEE ON HEALTH 


NEW DEMOCRATIC PARTY 
Judy Wasylycia-Leis, M.P. — Winnipeg North Centre 


It is well established that the organ donation situation in Canada is serious with our organ donor rate 
among the lowest in the western world. Currently there are more than 3 000 Canadians waiting for 
solid organ transplants, yet less than half of these will get the organ they need before year’s end. 
Lives are being lost and the costs related to waiting are high. The absence of a national program and 
the lack of federal regulations are at the heart of the problem. The failure of the Health Committee to 
advance a clear national donor strategy and to come down clearly on the side of safety is the reason 
for this minority report. 


Scientific activity in the field of transplantation has outstripped our ability to account for its safety. 
Restoring that balance to enable further progress within a safe health environment is a key purpose of 
our present endeavour. The committee was charged to consider the appropriate role for the federal 
government in the development of national safety, outcome and process standards for organ and 
tissue donations, as well as to increase awareness regarding organ and tissue donation, procurement 
. and transplantation. 


In this task, the Committee benefited from a broad-based selection of witnesses who shared insights 
and expertise gleaned from the early stages of tissue and organ experimentation through to the 
- present day. I would like to acknowledge that contribution whether made by the scientists at the 
cutting edge of current research, by those working in the health delivery system, or by those who 
came before us with personal experiences. 


It is clear from Committee testimony that Canadians have been active within all aspects of tissue and 
organ transplantation. It is also clear that there is an urgent need to bring these diverse activities 
together by way of a coordinated national organ donor system within the regulatory framework of 
Health Canada where they belong. Canadians clearly want action, bold steps and decisive 
leadership, not another report added to the pile of studies already done on this critical health care 
matter. The NDP. therefore, calls on the federal government to immediately coordinate a national 
organ donor strategy in partnership with the provinces, and makes the following recommendations: 


nm BS 


1. National Registry of Organ Donors 


The need to increase the organ donation rate in Canada is an urgent priority. It won’t happen by 
focussing only on increased public education and improved hospital systems. It requires innovative 
and pro-active approaches starting with a national registry of organ donors to increase the pool of 
potential donors and a clear, simple mechanism for expressing wishes. It is important to give 
Canadians the opportunity to say: (1) yes, I want to donate, (11) no, or (iii) undecided at this time. This 
combined with a donor registry available 24 hours a day and providing real-time information is a 
reasonable way to try to increase the supply of organs. 


2. Federal Leadership and Funding 


One of the most promising ways of increasing donations is through dedicated asking staff and fully 
functional donor teams at the hospital level. They have to be trained to know the criteria for organ 
donation, to speak with families of potential donors, to answer questions knowledgeably, and to be 
the contact for the national donor registry. The need for this approach as well as for national public 
awareness and education campaigns is well documented. Provincial governments have shown 
interest in advancing such an agenda. The missing ingredient is a demonstrated will to act and a 
serious financial commitment on the part of the federal government. Clearly, the onus is on the 
federal government to establish incentives for a coordinated donor system, to further restore health 
care transfer payments so that no candidate for transplantation is denied an organ because of bed 
closures or nurse shortages, and to increase the emphasis on health promotion and primary 
prevention thereby reducing illness and demand for organs. 


3. Health protection, not risk management 


The single most glaring omission in the Committee’s report is an emphasis on safety. The best it can 
do is call for a standards-based approach and a passive regulatory model. It takes no exception to the 
risk-management framework for organs and tissues being advanced by Health Canada and 
completely ignores the lessons learned from Canada’s blood tragedy. Organs and tissues are no 
different than blood. To reject a highly regulated model is contrary to the precautionary principle and 
puts a price tag on human safety. Similarly, the pursuit of xenotransplantation in the absence of any 
regulatory framework raises serious safety and ethical questions. A national donor system must 
ensure that safety is paramount and include the following: 


"Active, not passive, regulation of organs and tissues, including frequent inspections, strict 
enforcement of all regulatory requirements, and a built-in capacity for active health hazard 
intervention. 


= Rejection of any notion that there is a need for indemnification from liability as has been 
proposed by Health Canada. 


Enforcement of Canadian regulations pursuant to any importation of organs as well as controls 
on the export of tissues for processing. 


Establishment of a comprehensive inventory of xenotransplantation research and conducting 


of an inquiry into the importation and propagation of transgenic pigs into Canada for use as 
tissue and organ sources for xenotransplantation. 


= Immediate convening of a national dialogue on xenotransplantation research, as well as the 
breeding of any transgenic animals for this purpose. 


= Development, in consultation with the public, of stringent guidelines for preclinical and clinical 
xenotransplantation research. 


= Conducting of a full, independent public investigation into the Health Protection Branch in 
order to ensure the critical role of health protection is restored and the safety of organs and 
tissues is paramount. 


4. Equality of access and public accountability 


The issues of accessibility and accountability have to be made central to any organ donor strategy. 
Borrowing from Justice Krevor and his report on Canada’s blood system, it is recommended that a 
national stategy be governed by several basic principles: organs and tissues are a public resource; 
there is no role for the market, no room for profit in an organ donor system; Canadians should have 
free and universal access to organs and tissues; and decision making should be open and transparent. 
Flowing from these principles are the following recommendations: 


» All aspects of organ and tissue donation and transplantation be kept within the public, 
non-profit domain. 


=" National standards for outcomes of transplant programs, allocation of available organs, and 
sharing of organs between provinces and programs be established. 


= Complete rejection of a two-tier system as has been allowed to develop in other aspects of the 
health care system, most notably in the areas of cataract surgery and hip and knee replacement. 


= Public participation in all advancements pertaining to transplantation and biotechnology in 
order to balance ethical, medical and safety issues. 


The opportunity exists to make Canada a world leader in organ donation and transplantation. 
Immediate action on a national strategy grounded in the principle of safety will make that happen. 
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MINUTES OF PROCEEDINGS 


THURSDAY, APRIL 15, 1999 
(Meeting No. 80) 


The Standing Committee on Health met in camera at 9:35 a.m. this day, in Room 701, La 
Promenade Building, the Chair, Joseph Volpe, presiding. 


Members of the Committee present: Elinor Caplan, Reed Elley, Ovid Jackson, Maria Minna, 
Robert D. Nault, Bernard Patry, Pauline Picard, Karen Redman, Rose-Marie Ur, Maurice Vellacott, 
Judy Wasylycia-Leis. 


Acting Member present: Keith Martin for Gurmant Grewal. 


In attendance: From the Library of Parliament: Nancy Miller Chenier; Sonya Norris, Research 
Officers. 


Pursuant to Standing Order 108 (2), the Committee resumed consideration of its study on the 
State of Organ and Tissue Donation in Canada. (See Minutes of Proceedings dated Tuesday, 
December 1, 1998). | 


The Committee resumed consideration of its draft report. 


It was agreed, — That the draft Report (as amended) be adopted as the Committee’s Fifth Report 
to the House and that the Chairman be instructed to present it to the House. 


It was agreed, — That the title of the Report be: Organ and Tissue Donation and Transplantation 
in Canada: A Canadian Approach. 


It was agreed, — That the Chairman be authorized to make such typographical and editorial 
changes as may be necessary without changing the substance of the draft Report. 


It was agreed, — That the Committee print 2,000 copies of its Fifth Report in tumble bilingual 
format with a distinctive cover and colour highlights in the inside. 


It was agreed, — That, pursuant to Standing Order 109, the Committee request that the 
government table a comprehensive response to the Report within one hundred and fifty (150) days. 


It was agreed, — That the members have until 5:00 o’clock p.m. on Friday, April 16, 1999 to 
submit their editorial changes to the Clerk of the Committee. 


It was agreed, — That, pursuant to Standing Order 108(1)(a), the Committee authorize the 
printing of the dissenting opinions in this Report immediately after the signature of the Chair, that 
they be limited to not more than 3 pages, and delivered in both official languages, to the Clerk of the 
Committee by 5:00 p.m. on Friday, April 16, 1999. 
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It was agreed, — That the Committee acknowledge the very good work of the Clerk and the 
Research Officers. 


At 12:15 p.m., the Committee adjourned to the call of the Chair. 


Marie Danielle Vachon 
Clerk of the Committee 
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